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Preface

It is not obvious that all advances in genetic techno-
logy should be put into use in practice. This opinion
from the Swedish National Council on Medical
Ethics (SMER) addresses the issue of what we should
do, not just what we can do, in the field of prenatal
diagnosis. These questions will be discussed here
from a socioethical and an individual ethical perspec-
tive:

- What prenatal diagnosis should be provided by pu-
blicly funded healthcare?

- Is there any prenatal diagnosis that should not be
allowed?

- To what extent can, or should, the woman influ-
ence the choice of prenatal diagnosis?

- What relevant facts must women take into account
when making decisions on prenatal diagnosis?

Prenatal diagnosis brings to the fore ethical consi-
derations involving value conflicts and conflicts of
interest. In particular, there are the implications of
prenatal diagnosis for our view of, and respect for, the
dignity of the human being. These issues should the-
refore be discussed in society at large after medical
experts have presented the state of current know-
ledge and the available technical possibilities.

The issue of how and to whom prenatal diagnosis
should be offered can also be looked at from an ethi-
cal perspective, since these questions concern key
values such as fairness and priority, as well as self-de-
termination.

If we are to have broad public debate on these is-
sues, we need openness and transparency about the
development and introduction of new technologies
and methods. Such an approach also serves to enhan-
ce the legitimacy of medical progress. Consequently,
it is interesting to discuss what institutional arrang-
ements are likely to promote democratic values in
decisions about prenatal diagnosis.

Prenatal diagnosis is one of the issues that SMER
is responsible for monitoring. This opinion does not
attempt to provide guidance to individuals in their
decisions: decisions of this type must be made by in-
dividual women themselves after consultations with
health care personnel. The following analysis focuses
on aspects of testing and treatment/action that the
pregnant woman and her partner need to consider.
The couple will consider many of these issues jointly;
their interests will usually coincide, but not always. In
cases where the couple’s interests diverge, however,
it is always the pregnant woman who makes the final
decision. In view of this, the expression ‘the woman’
is used throughout, even though the decisions descri-
bed also involve her partner.

The opinion is partly based on the analysis carried
out by Dr Niklas Juth of the Department of Philo-
sophy at Géteborg University, acting as secretary of
a working party consisting of Professors Goran Her-
merén, Christian Munthe and Jan Wahlstrom. This is
a slightly condensed version of the original opinion.

Daniel Tarschys
Chair



1. Prenatal diagnosis in Sweden

The term ‘prenatal diagnosis’ covers numerous dif-
ferent methods used to obtain information about the
health of the foetus. These include images produced
by ultrasound screening, tissue samples taken from
the foetus during amniocentesis, and samples from
the placenta. The methods of analysis can vary from
the analysis of ultrasound images by an experienced
midwife or doctor to chromosome analyses and mo-
lecular-genetic examination of tissue samples.

Today, it is technically possible to use prenatal ge-
netic screening to identify all the hereditary diseases
and characteristics that an individual may develop
in the future. Such analyses are currently very costly,
however. A key issue in deciding what prenatal di-
agnosis to provide is therefore how serious a disease
must be for prenatal diagnosis for it to be made avai-
lable. For example, it might be considered that there
is greater justification to provide genetic screening
for diseases that debut during childhood, such as Tay-
Sachs, than to carry out screening for diseases that do
not surface until middle age. It might also seem more
reasonable to provide tests for serious diseases with a
high likelihood of development rather than less seri-
ous ones with a low likelihood of development. It is
also usually said that the primary objective should be
to diagnose diseases that can be treated.

The following terms are used in this opinion:

® Prenatal diagnosis refers to all methods used to exa-
mine a foetus.

e Simple ultrasound scan refers to examinations who-
se objective is to determine the length of pregnancy
and the number of foetuses. Signs of impairment or
disease may also be discovered during such an exa-
mination, leading to further examination.

¢ Detailed ultrasound scan refers to examinations that
have the additional objective of looking for impair-
ment or disease in the foetus.

» Genetic prenatal screening refers to analysis carried
out on tissue samples consisting of cells from the
foetus.

Ultrasound and serum screening do not involve any
risk of physical injury to the foetus or the mother-to-
be. These methods are used to discover certain types
of foetal defects, but can also be used to calculate the
risk that the pregnant woman may have a child with a
chromosomal abnormality such as Downs Syndrome.

Sampling that involves use of foetal cells for ana-
lysis is an invasive procedure and carries a miscar-
riage risk of about 1%.

In future, it might be possible to look for most
known hereditary diseases and many abnormalities
— whether in the foetus or which may develop later in
life — thanks to detailed ultrasound diagnosis and gene-
tic prenatal screening. For some of these diseases, there
is a high risk that they will develop while for others

there is a low or undetermined risk. Some can be trea-
ted, but effective treatment is so far lacking for most.

When prenatal diagnosis was introduced in Sweden
in the late 1960s and early 1970s, there were three
main motives for it: 1) the woman’s health, quality of
life and self-determination, 2) the child’s health and
quality of life and 3) economic considerations.

1. The pregnant woman may have various reasons
for wanting prenatal diagnosis. Prenatal diagnosis
enables the woman to choose whether she thinks she
could cope with and manage to look after a sick or
impaired child. Prenatal diagnosis can reduce general
anxiety about having an impaired child. A further
reason for prenatal diagnosis is that the woman can
prepare herself to look after an impaired child in the
best possible way.

2. The child-to-be can benefit, since impairments to
the child-to-be can be avoided by treatment before,
during or after delivery. However, as yet this is only
possible in a very limited number of cases. Prenatal
diagnosis can also be said to prevent abortion in some
cases: a woman who knows that she has a higher risk
of having a sick child may choose to undergo prena-
tal diagnosis, and if the foetus proves not to have the
impairment that the woman fears, she can abstain
from abortion.

3. One result of the discussion that began in the 1970s
is that the economic motive for prenatal diagnosis is
nowadays not deemed ethically acceptable. Prenatal
diagnosis should not be assessed in terms of the poten-
tial financial ‘savings’ to be made by aborting foetuses
with a higher risk of functional impairment or disease.
Nor can the potential benefits of prenatal diagnosis in
the shape of greater quality of life and autonomy be
measured in monetary terms.

Sweden’s Genetic Integrity Act (2006:351) which
came into force on 1 July 2006 sets out basic regu-
lations on the use of prenatal diagnosis. Under this
Act, all pregnant women are to be provided with
general information about prenatal diagnosis. A
pregnant woman with a medically diagnosed eleva-
ted risk of having a child with an impairment is to
be provided with further information about genetic
prenatal diagnosis. The Act stipulates that the de-
cision to undergo prenatal diagnosis or not is made
by the woman, in consultation with her doctor, after
she has been provided with information.

1 See Kommittén om genetisk integritet (Committee
on Genetic Integrity) (SOU 2004:20, p. 266), Veten-
skapsrddets konsensusuttalande om tidig fosterdiagnostik
(Swedish Research Council Consensus Opinion on
Prenatal Diagnosis) (2001, pp 25-26) and SMER'’s
“Yttrande om inférande av en ny fosterdiagnostisk me-
tod” (Opinion on the introduction of a new method of
prenatal diagnosis) (20 December 2004, p. 3).



After prenatal diagnosis, the pregnant woman is
to be given all the information about the health of
the foetus that was obtained by the examination.
Information about the foetus that does not have any
bearing on its state of health may only be given if the
woman asks for it.

The result of a prenatal test may cause the parents
to choose to terminate the pregnancy by abortion.
Under the Swedish Abortion Act (1974:595), abor-
tion after the 18th week of pregnancy may only be
carried out with the consent of the National Board of
Health and Welfare. Such consent may only be gran-
ted where there are exceptional grounds. Until the
end of the 18th week of pregnancy, a woman may
have an abortion without having to state her reasons.



2. Points of departure
for ethical analysis

Summary

- There are two main traditions in ethics which pro-
vide a strategy for solving conflicts of interest. These
are the ethics of consequences (consequentialism)
and the ethics of duty. Both stress the importance of
principles in ethics. Alongside these traditions there
is situationalism, which emphasises that each case is
unique and stresses the importance of the situation.

- The principle of human dignity is a fundamental
ethical principle which is important when analysing
which type of prenatal diagnosis is to be offered to a
pregnant woman.

- Other important ethical principles to be taken into
account in an ethical analysis of prenatal diagnosis
are perceptions of human nature, integrity, auto-
nomy/self-determination, informed consent, quality
of life and the principles of need and solidarity.

- The moral status of the fertilised egg is another point
of departure. In previous opinions, SMER has held
that the genesis of human life is a process in which
the fertilised egg is a life in the making with a certain
moral status. This moral status gradually increases
as the foetus develops. At the point in time when
the foetus can survive outside its mother’s body, its
moral status becomes human dignity.

2.1 Background

The task of ethics is to systematically examine and
analyse the standards and values that can be used to
defend or criticise the actions of people or interested
parties (such as organisations or groups) in the mat-
ter being analysed. Morals are reflected in the con-
crete acts of individuals; the failure to act in certain
situations also reveals the morals of those concerned.
Ethical issues become particularly prominent when
the subject involved has to do with human dignity
and perceptions of human nature, and when integrity,
fairness and solidarity are at issue.

2.2 Tools for ethical analysis

Since antiquity, there have been two main traditions
in ethics which provide a conceptual framework and
a strategy for resolving conflicts of interest. One is
the ethics of consequences, the main idea of which is
that the consequences of one’s actions determine
what is right, wrong, or one’s duty. This presupposes
that it is possible to make a meaningful comparison
of the consequences of the course of action chosen
in a certain situation with the results of other pos-
sible options.

The other main tradition in ethics is sometimes
called duty ethics. The main idea here is that there
are some duties or rights that apply regardless of
the consequences of the alternative actions open to

a certain person in a given situation. The point of
departure is that people have a certain dignity, cer-
tain rights and should be treated with respect. The
German philosopher Immanuel Kant, for example,
stressed that people should always be treated as an
end in themselves, and never simply as the means to
an end.

There are deep-seated conflicts between these
two prevailing ethical theories. Various attempts
have been made to bridge these conflicts. One of
the most interesting is the theory presented by the
British philosopher Richard Hare in 1993, that mo-
ral thinking takes place on two levels. At what Hare
calls the intuitive level, we use rules of thumb and
principles of the type that duty ethicists talk about.
When making decisions in everyday life, under time
pressure and using incomplete information, we stick
to certain rules since experience has shown that this
generally works well.

However, when we are not relying on our intuition
but are choosing principles and then justifying this
choice, or choosing between principles that are in
conflict with each other, the situation is different:
careful analysis of the situation is required. At this
level, which Hare calls critical thinking, utilitarianism
is preferable in Hare’s view. Here, rules and princip-
les must be assessed in accordance with the extent
to which they have good consequences in the long
run, for example, the extent to which they help sa-
tisfy the interests of those involved.

One practical approach might be to try to formu-
late some general principles which appear credible.
We can then examine the extent to which their app-
lication on a case-by-case basis agrees with our intui-
tive ethical convictions. If there is a conflict between
the principles and our intuitions, we must critically
examine both. We should ask whether the principles
need to be modified so as to fit our intuitions. We
should also ask whether intuitions that come into
conflict with some principle, on closer reflection,
need to be revised or abandoned. By a process of
mutual adaptation of principles and intuitions, we
can then arrive at a reflective equilibrium in which
our principles and basic ethical intuitions are in har-
mony with each other.

In this opinion, SMER has primarily used this met-
hod of ethical analysis to clarify problems and as an
aid towards a solution that can be broadly accepted.

Use of this method requires that interests be weig-
hed against each other. We must take into account
the positive and negative consequences of various
alternative courses of action, as well as long-term
and short-term consequences, and not forget the in-
terests of any of the groups involved. What might be
a positive consequence for one person might be ne-
gative for someone else. As in other areas, there may
be winners and losers, and they are often different
people or groups whose interests must be weighed
against each other.



2.3 Some basic ethical principles and concepts
of importance for prenatal diagnosis

2.3.1 Perceptions of human nature

A perception of human nature is often thought to be
the same thing as human dignity, but it is important
to distinguish between the two. The concept ‘percep-
tion of human nature’ is larger and more wide-rang-
ing than human dignity. The fundamental principle in
Western culture of the equal worth of all can be part
of some perceptions of human nature but not all,
such as Nazi or other racist views of humankind.

2.3.2 The principle of human dignity

The principle of human dignity is a fundamental
ethical principle with an integral place in duty ethics,
particularly in the Kantian tradition. SMER has dis-
cussed the issue of human dignity in a large number
of contexts. In its 1993 publication Det svdrfingade
mdnniskovdrdet (Human dignity: an elusive concept),
SMER stated that:

1 Human dignity is attached to existence, not to fun-
ctions or characteristics

2 Human dignity is an axiom and cannot be proved
by empirical study or tests

3 Human dignity means that all people have certain
fundamental rights that must be respected, and no-
body takes precedence in this regard

4 Human dignity does not rule out the evaluation of
people’s characteristics, suitability or qualifications
in a given context.

It has been asserted that human dignity? could be
under threat because prenatal diagnosis impacts ne-
gatively on the perception of human nature, as this
activity is the expression of an outlook which does
not accord the same dignity to all.? This is true in
that the discovery of an impairment or disease in the
foetus often leads to termination of the pregnancy.
Prenatal diagnosis could thus be regarded as a means
of ‘discarding’ certain individuals who are deemed
less desirable than others due to their disability or
disease. The key issue is whether prenatal diagnosis
violates the principle of human dignity, and if so, how
the activity should be organised so as to preserve hu-
man dignity.

Greater discrimination against the disabled?
Fears are sometimes expressed that prenatal diagnosis
is not just an expression of negative attitudes towards
sick people and individuals with disabilities, but that
the activity itself reinforces these attitudes, exacer-
bating the stigmatisation of sick and disabled people
and discrimination against them.

Another interpretation is that the explicit or impli-
cit objective of prenatal diagnosis is to avoid certain

types of people. That is why it is a good thing if in-
formation about the purpose of prenatal diagnosis is
made clear: that it is not a matter of systematically
discarding some categories of people. This concern
is an argument against screening programmes for
diseases and impairments for which there is no tre-
atment. It is also an argument in favour of society
providing good support for people with disabilities,
so that carrying the pregnancy to term is a realistic
alternative for a woman when prenatal diagnosis re-
veals an impairment or disease.

2.3.3 Autonomy or self-determination

One of the fundamental concepts in medical ethics
is autonomy, or the right to self-determination. Ac-
cording to this principle, each person has the right
to make decisions about their own life in accordance
with their own view of what a good life is. An indi-
vidual must, as a matter of principle, be entitled to
choose what she wants to know, or does not want to
know, about the risk of future diseases in herself and
her future children. The individual should thus deci-
de for herself whether to accept the offer of prenatal
diagnosis, and must also be free to act on the result.

Autonomy can be interpreted in a number of ways.
It is important to distinguish between autonomy as
an ability (a psychological term), as a right (a nor-
mative term) and as a value (an axiomatic term), the
purpose of which may be (a) instrumental — valuable
as a means of achieving something else — or (b) in-
trinsic, i.e. valuable in itself. Each of these terms can
in turn be defined in various ways.*

Autonomy has traditionally not been regarded as a
value to be promoted, but rather as something that
gives rise to ‘negative rights’, or restrictions on how
one may be treated by others. The idea is that if an
individual is adult and capable of making decisions,
then others may not prevent the individual from king
independent decisions and acting on them, at least
insofar as the individual does not actively violate so-
meone else’s rights® or injure someone else. © Under
the Swedish Health and Medical Services Act,
people are entitled to know what their treatment in-
volves, how risky and painful it will be and the pro-
bable consequences of undergoing or not undergoing

2 See also Article 1, ‘Human dignity’, in the Euro
pean Bioethics Convention.

3 This has been asserted in the international debate
(see Asch, 1999) as well as in the Swedish debate (see
Gustafson, 1980).

4 See e.g. Fleischhauser and Hermerén, Chapter 6.4,
page 372 et seq (2006).

5 As envisaged by Locke, 1689, and Nozick, 1974.

As envisaged by Mill, 1859 and Glover, 1977.

7  See Beauchamp and Chilss, 2001, pp. 176-177; Juth,
2005, p. 53, Chapters 2 and 3, passim; Tannsjo, 1999.

)



the treatment, after which they have the right to say
yes or no to it.

Recently, it has become more common to assert
that various medical activities should also strengthen
patient autonomy. This applies to activities such as
genetic testing and assisted fertilisation, but also to
prenatal diagnosis. Autonomy is seen as a goal which
the health services must achieve, or a value which
they are to reinforce. The idea is that prenatal diag-
nosis can aid the woman in planning her life. Gene-
rally, having more information gives the individual a
better basis for making decisions in accordance with
her own wishes and plans. This is of course also the
case with family planning. A woman who has pre-
viously had a child with a certain impairment may
find the information provided by prenatal diagnosis
helpful.

This need not be the only purpose of prenatal
diagnosis, however. A woman may be prepared to
welcome a child even with an impairment, and in
that case her motive for prenatal diagnosis may be
that she wants time to prepare for the arrival of
such a child. In all these cases, prenatal diagnosis
can help a woman make her own decisions about
her own future and that of her family. In these con-
texts, then, we are not just talking about autonomy
as something that is to be respected, but autonomy
as a goal to be achieved or a value to be strengthe-
ned. This idea is newer and more controversial than
the traditional idea that the goal of autonomy is the
health and well-being of the patient.” Objections
to the idea that the health services should promote
the autonomy of the patient stem from the fact that
such a goal can come into conflict with other ethi-
cal values. Possible conflicts might involve human
dignity, the integrity of other individuals and priori-
tisation aspects.

The fact that individual self-determination is ac-
corded great importance means that potentially life-
changing decisions are also left in the hands of
the individual. This is very much true of decisions
associated with prenatal diagnosis. Information pro-
vided along with the offer of prenatal diagnosis must
not, however, be understood to mean that health
care staff are to provide information and then leave
the woman alone to process it in order to arrive at
a decision. ‘Information’ in this context is not the
right word; it is more a question of a communicative
process in which health care staff and the woman
together look for the decision that is right for her.
When the woman, along with health care staff, has
arrived at the decision which is right for her, the staff
must continue to support her in her decision regard-
less of their own view. This is known as a non-direc-
tive approach.

In this context, it should also be stressed that the
woman’s autonomy is of course limited by the fram-
ework society has established for prenatal diagnosis.

2.3.4 Informed consent

The requirement that a medical procedure is to

be preceded by informed consent is extremely im-
portant in medical ethics. If a person is to act inde-
pendently, make independent choices and take moral
responsibility for her actions, she needs to have had
access to factual information about the conditions
and consequences of different courses of action, to
have understood this information and to have given
her consent on the basis of it. It is equally important
that the patient has understood what it means to ab-
stain from knowledge about something, for example
their genes.

The difficulty of arriving at positions based on free
and informed consent should not be underestimated.
Some factors that may cause difficulty are expecta-
tions, use of language and the social and psychologi-
cal situation.

2.3.5 Integrity

Integrity comes from a Latin word which means un-
touched, whole. The concept is linked to value and
dignity, and refers to the intrinsic worth of every hu-
man being. A distinction can be made between phy-
sical and mental integrity. In physical integrity, the
‘whole’ referred to is the body. Nobody is entitled to
examine someone else’s body without that person’s
consent. Mental integrity refers to the individual’s
complex sum of values, ideas, views and wishes, as
well as their religious beliefs and mental life.

Integrity is also intimately linked to identity in that
each person is unique and that it is this which makes
human identity important. Personal integrity means
inviolability: the right not to be violated. The hallmark
of integrity is that it does not cease to exist simply be-
cause the individual is unable to assert it. Integrity dif-
fers from autonomy in this respect. The ability to make
decisions that are in one’s own long-term interest may
vary through life, but the right to integrity does not
vary in the same way.

Genetic integrity is included in personal integrity and
is particularly worthy of protection because information
about genes and hereditary disease says a lot about who
we are and what we will become. This means that the
results of detailed ultrasound examination and genetic
prenatal diagnosis are particularly worthy of protection.

2.3.6 Quality of life

Quality of life can be defined in many different ways.
When talking about prenatal diagnosis, it is useful to
distinguish between the terms ‘health’ and ‘quality of
life’. Health can be defined in quantitative terms, for
example in terms of life expectancy, while quality of
life is a qualitative concept which is ultimately ba-
sed on subjective assessments. Because there are two
main stakeholders — the expectant mother and the
expected child — and because the health and quality
of life of both are affected, ethical analysis is easier

if we use a two-by-two table. Filling in positive and



negative factors in the table can yield a valuable re-
source in an ethical analysis.

Life expectancy
Expectant mother
Expected child

Future quality of life

The different squares are filled in; for example,
whether the expectant mother’s life expectancy will
become longer or shorter. Squares are filled in based
on the conclusions of the person doing the analysis.

2.3.7 The principle of need and solidarity

A number of need principles can be identified, de-
pending on which needs are being met. In this con-
text, it is reasonable to focus on health-related needs.
The Swedish Health and Medical Services Act states
that the aim of the health and medical services is to
assure the entire population of good health and care
on equal terms. This is an expression of solidarity. So-
lidarity does not just mean equal opportunities to re-
ceive care, but an ambition that the outcome of care
will be as equal as possible given the conditions, i.e.
that everyone will achieve the best possible health,
life expectancy and quality of life.

The principle of need and solidarity is part of the
ethical platform which provides the basis for the
guidelines for priority-setting in health care adopted
by the Swedish Riksdag (Parliament). The principle
of need and solidarity is formulated as follows: “Re-
sources should be devoted to those areas where there
is greatest need”. The need and solidarity principle is
a further development of the fairness principle. The
import of the principle of need and solidarity is that
if priorities must be set between effective measures,
then more care resources should be given to those
who are most in need, those with the most serious
diseases and those with the poorest quality of life.

2.3.8 The moral status of the fertilised egg
A further key issue in analysing human dignity in
prenatal diagnosis contexts is that of the moral status
of the fertilised egg.

There are diverging views in society about what
moral status should be accorded to a fertilised egg.
Three different positions can be distinguished:

1 Human life begins at conception and the fertilised
egg has full human dignity, i.e. a right to protection
and an unconditional right to life.

2 The genesis of human life is a process in which
the fertilised egg is a life in the making and has a
certain moral status. This moral status increases gra-
dually as the foetus develops. At the point in time
when the foetus can survive outside its mother’s
body, its moral status becomes human dignity.

3 The fertilised egg has development potential but
has no moral status in itself.

10

SMER has dealt with this issue in previous opinions
and documents, and has agreed with the second posi-
tion; this position is consistent with current abortion
legislation and also with how prenatal diagnosis has
so far been applied in Sweden.



3. Why perform
prenatal diagnosis?

Summary

- Prenatal diagnosis can be viewed from a number
of perspectives. For the woman, an important is-
sue might be to be able to independently decide
whether she feels able to take care of an impaired
or sick child. From the perspective of society, it is
a matter of offering prenatal diagnosis to pregnant
women within a given framework and in a way that
safeguards women’s self-determination.

- There is a link between prenatal diagnosis and
abortion, since the result of prenatal diagnosis may
present the woman with the choice of whether or
not to have an abortion.

- The woman'’s quality of life, in terms of health and
psychological well-being, can be advanced by pre-
natal diagnosis, but can also be damaged, above all
if she receives knowledge that she did not request.
Information ahead of the decision on whether to
have prenatal diagnosis is therefore important.

- For the foetus, it is doubtful whether health, life
expectancy or expected quality of life can benefit
at all in cases where there is no treatment for the
diagnosed disease.

- The motive for prenatal diagnosis can also help
answer the question of which type of prenatal diag-

nosis should be offered.

3.1 Stakeholders and values

The overarching purpose of prenatal diagnosis can be
described from a number of different angles. From
the point of view of society, the aim is to offer in-
formation about prenatal diagnosis to the pregnant
woman within a certain framework, to allow her to
take a position on whether she wants to undergo

any type of prenatal diagnosis. Because the result of
prenatal diagnosis can lead to the woman’s having to
decide whether she wants to have an abortion, it is
important that she is given the necessary information
about possible consequences if she accepts the offer
of prenatal diagnosis. Swedish abortion legislation
gives the woman the right to make her own decision
about terminating the pregnancy up until the end of
the 18th week of pregnancy. Because the law gives
the woman this right, a woman who is informed after
prenatal diagnosis that the foetus is sick or impaired
can make her own decision on whether or not to
have an abortion.

For the pregnant woman, the aim of prenatal di-
agnosis might be a general health check. There is no
ethical controversy here because it benefits both the
pregnant woman and the foetus. This applies to the
health checks carried out at prenatal clinics and to
the simple ultrasound scan which focuses on establis-

hing the duration of pregnancy and how many foetu-
ses the woman is carrying.

Detailed ultrasound examinations, which involve
going through checklists to discover foetal impair-
ment or disease, as well as all genetic prenatal testing
designed to find abnormalities and disease in the
foetus, can, on the other hand, have certain ethically
controversial aspects. The most important motive,
however, is to give the pregnant woman the oppor-
tunity to make an independent decision on whether
she wants an abortion because she feels unable, on
the basis of her experience and life situation, to look
after a child with the impairment or disease that pre-
natal diagnosis has disclosed in the foetus.

The following questions should be answered for a
more in-depth analysis:

- What are the benefits of prenatal diagnosis?
- Who might benefit from carrying out prenatal diag-
nosis?

The most usual response is that prenatal diagnosis
can benefit the pregnant woman and the child-to-be.?
The woman’s self-determination benefits from pre-
natal diagnosis, since she can gain a better basis for a
decision on whether or not to carry the pregnancy to
term when prenatal diagnosis shows that the foetus is
impaired or diseased. The issue involved here may
be whether or not the woman feels able to look after
an impaired child. The woman'’s quality of life also
benefits in terms of mental well-being (reduced anx-
iety) and health. In the child’s case, life expectancy
and quality of life are the main areas of potential im-
provement if an identified disease or impairment can
be prevented or treated.

Many fundamental values other than self-deter-
mination are important in the ethical evaluation of
prenatal diagnosis. A number of these have been
discussed in Chapter 2. Quality of life and self-de-
termination are well-defined concepts in medical
ethics.” If these values are promoted, if quality of life
is improved and if self-determination benefits from
certain types of prenatal diagnosis, then the activity
can be justified.

3.2 Quality of life and prenatal diagnosis
Expected quality of life can be improved for the
pregnant woman in that prenatal diagnosis improves
the chances of preparing for the birth so that neither
the woman nor the child suffers injury. Psychological
well-being can also benefit. More precise information
about what can happen to the foetus and the woman
herself during and after pregnancy can reduce some
of the anxiety caused by uncertainty about these
matters. Prenatal diagnosis can also reduce women’s
wish to have abortions because of general concern
about foetal impairments.

8 SOU 2004:20, and The Nuffield Council, 1993.
9 Beauchamp and Childress, 2001, Chaps. 3 and 5; Fle-
ischhauer and Hermerén, 2006.
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For the pregnant woman, complications in the shape
of miscarriage due to genetic prenatal diagnosis can
in the first instance affect quality of life. Anxiety pro-
voked by questions about prenatal diagnosis might
impact negatively on the quality of life of the pregnant
woman undergoing diagnosis. For pregnant women
who decline the offer of prenatal diagnosis outright,
the fact that the issue was raised at all might boost
anxiety and thus lower quality of life. Quality of life
can also be reduced if a risk assessment using nuchal
translucency diagnosis and biochemical markers shows
that a pregnant woman has a low risk of having a child
with chromosomal abnormalities, she therefore re-
frains from further prenatal diagnosis, and it later turns
out that despite this low risk she still has a child with a
chromosomal abnormality. The quality of life of such a
woman may be negatively affected.

The issue of the quality of life of the expected
child is more complicated, however. If there is treat-
ment available for the diagnosed impairment or di-
sease, prenatal diagnosis can benefit the quality of life
of the child-to-be. This primarily applies to the life
expectancy of the child, however, since few diseases
which can be identified at the foetal stage can be
treated at that stage at present. Symptoms of some
conditions can, in rare cases, be treated if and when
the child has actually been born. There is seldom any
medical advantage to the unborn child in diagnosing
the disease at the foetal stage.

In the international and national ethical debate about
prenatal diagnosis there is some discussion of condi-
tions which entail a very short and painful life for the
child itself and for which no real cure or alleviation

is possible.’® One example of this is Krabbe disease,
which results in cramping and discomfort on being
touched only months after birth. The disease usually
results in death around the age of one. In cases like
this, it has been argued that it would have been bet-
ter for the child never to have been born at all. If we
accept the view often applied in health care that it is
the individual’s own experience of life that must be
decisive, then this way of thinking may perhaps be
accepted.!! The argument is so controversial, howe-
ver, that it cannot serve as a basis for policy decisions
on prenatal diagnosis. Conditions such as Krabbe di-
sease are very rare.'?

Despite the fact that arguments of this type are
highly controversial, they should still be mentioned,

10 See e.g. Buchanan et al., 2000, Harris, 2000, pp. 232-
242, and Tannsjo, 1991, pp. 50-60.

11 See Munthe, 1996, pp. 47-48.

12 Typical examples of conditions like this are Tay-Sachs
and Lesch Nyhans Disease.

13 In the USA, parents have sued care institutions for not
having prevented the birth of their child with the type
of condition named above (known as ‘wrongful life su-
its’). See Buchanan et al., 2000, pp. 232-233.

14 Parens and Ash, 2000, pp. 23-26.
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for two reasons. Firstly, because they often come up
in discussions about what type of prenatal diagnosis
is justified.'® It has sometimes been asserted that the
limit for defensible prenatal diagnosis is ‘a life not
worth living’, at least when there is no treatment for
the foetus or child-to-be. Secondly, because this ar-
gument clearly shows how prenatal diagnosis raises
fundamental and central ethical questions. If prenatal
diagnosis is to be defended by referring to the qua-
lity of life of the child-to-be, then we cannot duck
the issue of what quality of life is, and whether it is
self-evident that a life’s ‘quality’ is always good. And
thirdly, an important issue is who gets to decide what
lives are worth living? And what criteria or principles
do we use to approach such issues?

We can envisage a scenario in which a woman who
has prenatal diagnosis and thereafter has an abortion
because the foetus proved to have an impairment
later gets pregnant again and has a healthy child. If
she had not chosen to terminate the first pregnancy,
she would probably not have had the second child.
The result of prenatal diagnosis was that another
child was born instead of the one on which prenatal
diagnosis was first done; a child which can be expec-
ted to have greater opportunities in life because it is
not impaired or deformed. This could be interpreted
as meaning that this woman makes comparisons
between the life that an aborted foetus could have
had, and the one which the foetus that is later born
actually has. However, it is not possible in practice to
make this sort of comparison. The pregnant woman
chooses whether she wants prenatal diagnosis or not
in each individual pregnancy, and her decisions take
place at different points in time and are thus in this
respect independent of each other. It is, however, a
fundamental point that prospective parents want to
give their children the chance of as good a life as pos-
sible, regardless of which individuals actually become
their children. The whole issue can be expressed in
theoretical moral philosophy terms as an idea of im-
partiality — it does not matter which actual individu-
als come to exist, as long as they have the best pos-
sible opportunities to live the best possible life'.

No theoretical borderline as to which diseases we
should be able to do prenatal diagnosis for can be ba-
sed on an assessment of the child-to-be’s opportunities
to live the best possible life. As organisations represen-
ting the disabled have pointed out, these opportunities
depend at least as much on the design of the com-
munity as on the functional impairment of the sick or
disabled person.'®> Resources in the community should
therefore be allocated so that prospective parents can
realistically envisage having a child with a disability
when they are deciding about the offer of prenatal di-
agnosis. The issue of how serious a disease is becomes
important for this reason, although ideas about the
seriousness of diseases are largely subjective.

The issue remains of what weight the ‘interests’
of the foetus being diagnosed should be accorded.



Against the moral philosophy perspective of impar-
tiality and accordance of equal weight to all imagi-
nable future people, ideas may be set that we have
special obligations towards foetuses whose develop-
ment has begun. In reality, a kind of compromise
takes place between these two approaches. From the
perspective of moral philosophy, the interests of the
foetus are accorded some weight, while at the same
time the opportunity of giving another child a better
chance in life is regarded as an argument for termina-
ting a pregnancy involving a foetus that will probably
be sick or disabled later in life. The attempt to draw
a line between ‘serious’ and ‘less serious’ conditions
can be regarded as an attempt to find a compromise
between these apparently incompatible standpoints.

3.3 Conflicts of interests and values

Since there are different parties involved and different
values at stake, there are naturally conflicts of interests
and values. The quality of life goal, for example, can
come into conflict with the goal of autonomy, since
the offer of prenatal diagnosis, despite its guidance
function, can create more worry than it alleviates.
Conflicts can of course also arise between the child’s
life expectancy and/or quality of life and the woman'’s
expected quality of life. The woman may, for example,
decide not to abort an impaired foetus even if most of
those around her feel that an abortion would be the
best thing for her. A woman may also choose to have
an abortion after prenatal diagnosis even though the
child would most probably have lived a good life if the
pregnancy had not been terminated.

Conflicts can also arise from disagreement between
the pregnant woman and the prospective father. The
basic rule is that the woman has the right to make the
final decisions, even if the father is opposed. Since all
examinations and interventions take place in the preg-
nant woman'’s body, it is difficult to take issue with
the reasonableness of this rule. On the other hand, the
father’s opportunity to put pressure on the woman to
make certain decisions against her will can be proble-
matic bearing in mind the woman’s right to self-deter-
mination. It can be difficult for health care staff to de-
termine whether or not such pressure is being exerted.
The problem can be managed in most cases, however,
if there is a dialogue from the outset between the wo-
man and health care staff who are familiar with the
problems and used to talking about them. The woman
should also be offered support if she chooses to decide
in accordance with her own will when the father is op-
posed.

The trend in Sweden and other countries is that the
objective of promoting self-determination is gaining in-
creasing priority; among other things, it has a legal basis
in the Swedish health care legislation.!® The scales are
increasingly tipped in favour of autonomy in cases of
conflict, at least with respect to reasons for what is of-
fered and the forms in which it is offered. This is parti-
cularly true of new fields in health care, such as assisted

fertilisation and genetic screening.!” Since prenatal di-
agnosis is partly based on genetic screening, the goal of
autonomy will in future probably be more important in
genetic prenatal diagnosis as well. One example of the
increasingly prominent role of autonomy as a motive
for procedures is the growth of genetic counselling. Key
to this activity is that the counselling should not steer
the individual’s decisions; these should be based on the
free will and own values of the individual.

That autonomy has come to be accorded greater
weight in the event of conflicts with other values is of
course not an argument that it should be accorded gre-
ater weight. In prenatal diagnosis, however, a decision
in favour of autonomy need not mean that autonomy
in general is the most important value.'® It is also pos-
sible to argue that the woman should be allowed to
control her reproduction as she herself thinks best by
referring to other, more traditional considerations, such
as well-being.'® So, even if autonomy in the end should
only be regarded as an instrumental value, even as
such it can be an important objective for prenatal di-
agnosis. The fact that value shifts take place underlines
the need for continual evaluation of activities, both to
examine what actual priorities are made in value is-
sues and to decide which are reasonable.

15 See Bartels et al, 1993; Chadwick et al, 1997, Chaps. 1
and 6; Juth, 2005, Chaps. 2 and 3.

16 Juth, 2005, Chap. 2.

17 Even if it of course is possible. See Robertsson, 1994.

18 See Tinnsjo, 1999, for this argument. In that case, the
conflict is at individual, rather than general, level.
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3.4 Goal-based analysis

Goal-based analysis of an activity assumes that its
goals have been identified and clarified. An examina-
tion then takes place of the extent to which various
proposed actions or approaches are consistent or in-
consistent with these goals; the extent to which they
help promote them or counteract them. The goals
of prenatal diagnosis have, as described, varied over
time but can here be summarised in the following
points:

- to enable assessment of foetal health

- to enable parents to make informed choices about
how, when and what children they want (family
planning)

- to enable the pregnant woman to make an infor-
med choice about whether to carry the pregnancy
to term

- to prevent individual suffering by treating a disco-
vered impairment or disease in the foetus

- to prevent individual suffering by preventing the
birth of a child with profound disabilities

- to improve public health by reducing the number
of people suffering from severe diseases or disabili-
ties

- to improve public health by reducing the number
of carriers of severe hereditary diseases

- to save society money by reducing the cost of ca-
ring for people with severe disabilities and diseases.

Some of these goals are controversial and heavily
criticised. This applies not least to the last few, which
have helped fuel controversy about prenatal diagno-
sis. These goals have been criticised because they can

lead to discrimination against people with disabilities.

The most important goals of prenatal diagnosis
today are to promote the woman'’s autonomy and
the health of the expected child. These goals, too,
can sometimes collide, however. If this happens, they
must be ranked and the analysis will involve deciding
which goals are most important.

The goals are of course underpinned by values.
The argument for trying to achieve a certain goal is
of course that if you do achieve it, you have done
something worthwhile. The values concerned here
include the woman’s health and the health and qua-
lity of life of the expected child. What promotes the
woman’s autonomy need not automatically be the
same as what is best for the expected child, and vice
versa.

What, then, is the advantage of a goal-based ana-
lysis of prenatal diagnosis? If we have agreed about
the goals that are to be achieved by prenatal diag-
nosis, then we also have a means of evaluating the
prenatal methods, both those which are already
established and new ones whose possible introduc-
tion requires decisions on our part. We can then ask
ourselves whether a method lives up to the original
goals. In other words, the goals can help us tackle
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the problem of drawing the line, i.e. answering the
question of what type of prenatal diagnosis should
be provided. The goals can also teach us something
about how prenatal diagnosis should be provided.
The ability to provide prenatal diagnosis in a way
that is consistent with the goals also sets the limits
for what prenatal diagnosis should be offered.

The goals of prenatal diagnosis can be achieved to a
greater or lesser degree. Since autonomy and quality
of life are relative terms, achievement of these goals
is also relative. That is why the evaluation question
always arises of whether a given method of prenatal
diagnosis adequately achieves the goals. It is, then,
important to follow the development of methods in
the field and to provide scope for ethical analysis in
the decision-making process when new methods are
to be introduced into health care.



4. What type of
prenatal diagnosis?

Summary

One of the basic value conflicts in prenatal diagnosis
is that between the integrity of the foetus and the
woman'’s self-determination. Other conflicts may con-
cern our perceptions of human nature and autonomy.

If the purpose is to promote the woman'’s ability to
make her own decision, how the line is drawn as to
which diseases prenatal diagnosis will be allowed to
test for will differ from a situation where the decision
is based on how severe the presumed foetal disease or
impairment is.

In public health care, more serious conditions are
generally given greater priority than less serious ones,
according to the principle of need. This principle,
however, is in conflict with a consistent application of
the goal of autonomy, according to which the activity
should be steered by the pregnant woman'’s need of
information and guidance. The latter might however
lead to ‘indication drift’, i.e. an extended area of use
for a given method.

4.1 Drawing the line: what values are to be taken
into account and how should they be weighed
against each other?

One condition for being able to offer prenatal diag-
nosis is that respect for human dignity is not violated,
and one point of departure when analysing the con-
sequences for human dignity is the previous SMER
standpoint on the moral status of the fertilised egg
(see section 2.3.8).

There are a number of different value conflicts in
prenatal diagnosis. One is that between the integrity
of the foetus and the autonomy of the prospective
parents. Another conflict is whether there is a diffe-
rence between abortions that are primarily done for
social reasons and those which are done as a result
of prenatal diagnosis. As described previously, there
are similarities and differences between these two
motives for abortion. The person best placed to make
decisions of this nature is, as previously emphasised,
the woman.

Other conflicts might be between perceptions of hu-
man nature and autonomy. The value that all people
are of equal worth, for example, comes into conflict
with use of prenatal diagnosis to diagnose characteris-
tics such as sex. In a discussion about which diseases
prenatal diagnosis is to be provided for, the degree of
severity of the disease or impairment is important.

It is impossible to draw a theoretical line marking
out what diseases or conditions it should be possible to
carry out prenatal diagnosis for. This is because nobody
is ‘perfect’ in every way, and different characteristics
influence people’s life expectancy and quality of life
in different ways. This means that the interpretation

of what benefit to the child-to-be means does not
justify a theoretical delimitation between different
serious conditions, or even between characteristics

and diseases.? Serious disabilities, however, affect each
individual’s opportunities to such a degree that in prac-
tice this is an important factor in the quality of life of
both parents and children. Generally, then, the reasons
for providing prenatal diagnosis are stronger the more
serious the disease or impairment in question.

Does the goal of favouring the pregnant woman’s
autonomy provide guidance in drawing the line as to
which diseases or abnormalities the health services
should look for? Probably not, because what is irrele-
vant for one woman might be crucial for another, so
we cannot generalise. It is therefore difficult, simply
by thinking about autonomy, to draw a theoretical
line concerning what conditions may be looked for
and what measures may be considered on the basis of
information about the foetus.

Nor can references to the woman'’s well-being be used
to draw a theoretical line between various conditions
or between diseases and other characteristics. The rea-
son is similar to that for autonomy — different women,
and different couples, worry about different things.

Tests which are in some way unreliable or have low
predictive value are difficult to justify. Tests can be
unreliable in a number of ways, such as being associa-
ted with a high risk of false positive or false negative
results.?! Use of such tests is difficult to reconcile
with the goal of boosting the autonomy and quality
of life of the pregnant woman, since prenatal diagno-
sis only boosts the woman’s autonomy when the di-
agnosis is correct. If it is not correct, then it obstructs
rather than improves the woman’s chances of making
a decision based on her own wishes. Quality of life is
also a relevant factor, since there is a great risk that
false positive results will lead to unnecessary anxiety.

Tests can also be unreliable in that they give an
uncertain diagnosis. The test might say that there is a
low and/or indefinite probability of the presence of a
given disease, or might say that there is a low and/or
indefinite probability of how serious the disease is.
This type of uncertainty will probably be characte-
ristic of future tests for multifactorial hereditary di-
sease.?? In all these cases, the test’s ability to provide
guidance is reduced. This type of test risks contri-
buting to uncertainty and confusion, thus making it
harder to make decisions about the future. Uncertain
tests also risk contributing to unnecessary concern for

the future health of the expected child, and the child

19 See Munthe, 1999, pp. 154-158.

20 A test result is a false positive if it shows the presence
of a condition where none exists, and false negative if
it does not show the presence of a condition which in
fact is there.

21 Wahlstrém, 2002, pp. 24-26.
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may be unnecessarily stigmatised by being regarded
as sick without cause.

Even if there are therefore very good grounds for
not providing unreliable and uncertain tests, it must
be stressed that the reliability and certainty of tests
is relative. The more reliable and certain tests are, the
greater the chance that they might guide parents’
decisions. However, prenatal diagnosis that does not
provide absolutely certain answers can also some-
times provide guidance; examples of this type are
nuchal translucency tests and serum screening, which
in the first stage are a risk assessment. Pregnant wo-
men who undergo this test and are estimated to have
a high risk of having a foetus with a chromosomal
abnormality are offered supplementary testing and
subsequent analysis which can establish with a high
degree of certainty whether the foetus has a chromo-
somal abnormality.

4.2 Fairness and priority

One perspective which is relevant for prenatal diag-
nosis is that of fairness or priority.?® In this context,
fairness means that all citizens in the community
should basically receive the same offer of prenatal di-
agnosis, regardless of where they live. Consequently,
in the first instance, the need and solidarity principle
should be applied. Generally, this aspect touches on
the issue of how health care resources should be al-
located. It assumes, however, that the principle of hu-
man dignity has already been taken into account. The
question here is primarily whether prenatal diagnosis
should be provided by society, not which type of pre-
natal diagnosis society wants to allow.

The issue of priorities becomes particularly pressing
in a field in which knowledge and technology are
progressing rapidly. In these contexts, it is important
to point out that we must distinguish between the
issue of the allocation of resources between prenatal
diagnosis and other health care (usually called ho-
rizontal priorities) and the issue of the allocation of
resources within prenatal diagnosis (usually called
vertical priorities).

Priorities in health care are normally set within dif-
ferent types of treatment whose success presumes di-
agnosis, and not between different types of diagnostic
method. Progress in genetics and in ultrasound diag-
nosis boosts the ability to diagnose conditions that
previously could not be diagnosed at the foetal stage.

If we consider using these methods in clinical app-
lication, the question arises as to where the resources

22 This aspect was dealt with by the Swedish Governme-
nt Official Report SOU 1995:5 Vardens svéra val (The
Tough Choices of Health Care).

23 See SMER’s opinion “Preimplantatorisk genetisk diagnostik”
(Pre-implant genetic diagnosis), 23 January 2004, p. 17.

24 Briilde and Tengland, 2002, pp. 95-118.
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are to come from to introduce these methods.

In view of the fact that resources in society — and
in health care — are limited, it can be asserted that
it is reasonable to give priority to advanced prenatal
diagnosis for very serious conditions ahead of diag-
nosis for minor anomalies. The provision of prenatal
diagnosis for conditions that cannot be counted as
diseases, impairments or anomalies (sex, for example)
and which are therefore not otherwise treated by pu-
blic healthcare is neither ethically nor economically
defensible. Wider opportunities to analyse genetic or
other factors for characteristics that are not regarded
as health-related could also lead to indication drift,**
meaning the trend that a diagnosis or treatment
is requested, and provided, for increasingly trivial
conditions or even matters that are not regarded as
medical conditions today.

Regardless of how priorities are set in practice, it is
important to not just take costs into account. If the
introduction of a new method means that human
dignity is threatened, then that is a price in ethical
terms. It is therefore important to take a position on
which values can be realised by the introduction of
new methods. Consequently, it is important that the-
re is a body in society with the knowledge required
to evaluate these ethical aspects.

The problem of indication drift can also occur be-
cause opinions about what conditions the medical
services should deal with change over time. Today,
the prioritisation decisions of the health services in-
volve giving priority to serious diseases ahead of less
serious ones. What should be regarded as a serious
disease depends on factors including whether the
disease can be treated. The concept of ‘disease’ itself
can also undergo shifts in meaning and value.?®

The problem of indication drift can also be as-
sumed to be increasing due to globalisation and the
greater opportunities for ‘medical tourism’ that this
brings. If we in Sweden draw a line as to what type
of prenatal diagnosis is provided, the diagnosis that
is not provided here will probably be provided so-
mewhere else in the world. This of course undermi-
nes the practical impact of limits.

The necessity of priorities gives rise to fundamen-
tal value conflicts in prenatal diagnosis. Consistent
application of the goal of autonomy means that the
pregnant woman'’s values and wishes should deter-
mine what type of prenatal diagnosis is carried out.
It might seem inconsistent to only allow the woman
to decide as long as this is in accordance with widely
held views. This is the case if the goal of self-determi-
nation is given a superior status in conflicts with oth-
er values and goals. Society does, however, set limits
for what is permitted in other contexts with respect
to actions and decisions that are the result of the va-
lues and cultural background of individuals. Prenatal
diagnosis involves many ethically controversial ques-
tions about where to draw the line and if we are to



cope with them, we need active ongoing analysis and
discussion of these issues too.

The development of prenatal diagnosis in itself also
gives rise to fundamental value conflicts. On the one
hand, as we have said, consistent application of the goal
of autonomy means that the activity should not really
be guided by the conditions that can be discovered
using prenatal diagnosis, but by the pregnant woman'’s
need of information and guidance. This, on the other
hand, gives rise to a need for greater resources, which
is a question of priorities. The need in this field should
therefore be continually reviewed against other health
care activities in setting horizontal priorities.
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5. Prenatal diagnosis:
How should it be provided?

Summary

- One of the conditions on which the pregnant
woman’s autonomy depends is that she is able to
provide informed consent to prenatal diagnosis and
to the decisions that might result from this proce-
dure; but also that she is able to decline the offer.

- The way in which prenatal diagnosis is offered is
important. It is helpful if the information is provi-
ded in two stages. The first stage is when the woman
decides whether to say no or whether she wants to
know more about prenatal diagnosis. Those who want
to know more should then, without time pressure,
receive sufficient information from trained personnel,
and should be provided with it in such a way as to
allow the woman herself to make the final decisions.

- Information about prenatal diagnosis and follow-up
information provided to the woman must be correct,
comprehensive and understandable so that she is
able to make the necessary decisions.

- Genetic prenatal diagnosis in the shape of screening
for diseases for which there is no treatment should
not be introduced because this would threaten the
human dignity principle, the goal of autonomy and
the quality of life of the woman and the child.

5.1 How should information about prenatal diag-
nosis be offered to the pregnant woman?

When we have decided what conditions or diseases
prenatal diagnosis should be offered for, the question
remains as to how it should be offered.

To be able to request prenatal diagnosis at all, the
pregnant woman must know that the opportunity
exists. The woman should have been informed of this
before getting pregnant; this means that society has
a responsibility to communicate this knowledge in
schools or by other means.

At the first visit to the prenatal clinic, the midwife
should ask the pregnant woman if she wants to know
more about prenatal diagnosis or if she wants to de-
cline further information. If she chooses to decline, in
future she is only to be offered medically motivated
examinations, including ultrasound examination.

Forcing information on women that they do not
want is unacceptable, and may restrict their self-de-
termination. The type of information that women

25 See for instance Platt Walker, 1998; Munthe, 1999, p.
83; Juth, 2005, pp. 84-85. values is decisive from an
autonomy point of view.

26 The classic formulation of the central components of
genetic counselling is found in Fraser, 1974, p. 637. For

a history and analysis of these components, see Juth,
2005, pp. 72-79.
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want, and what information they do not want, varies.
It should then, be the woman herself who requests
more information about prenatal diagnosis.

Pregnant women who want to know more should
be offered an appointment for more information.

This should be provided at a special clinic on a
particular occasion, and by specially trained staff. The
information provided to the woman at this clinic
should contain all relevant information about pre-
natal diagnosis and the possible options that may be
open to her depending on the results of the diagnosis.
The same applies to information about all the alter-
native forms of diagnosis that she can be offered, as
well as the option of declining prenatal diagnosis; it
also applies to possible courses of follow-up action
such as abortion or giving birth to the impaired child.

Information about prenatal diagnosis should be
provided as early in the pregnancy as possible to give
the woman as much time as possible to arrive at a
well-considered decision.

It is also important to not just bring up medical in-
formation and medical consequences of different de-
cisions. Psychosocial factors can be just as important.
What might life as the parent of a disabled child
be like? What limitations will my child face in life?
What care does society provide for the disabled? Will
my child be able to have a family and children of its
own? Can I insure the child??

The advantage of such an approach is that more
time can be spent on providing information and al-
lowing the woman to ask her questions. It is easier
for the woman to ask questions of staff who are
specially trained in the field. Such a clinic should
also be responsible for following up women who
terminate the pregnancy because the examination
has shown that the foetus had an impairment. The
woman'’s ability to control the decision according to
her wishes and

5.1.1 Genetic counselling

One useful approach in giving information about
prenatal diagnosis is that used in genetic counselling.
The main purpose of genetic counselling is to help
people who have a risk of hereditary disease in their
families, and this includes the option of prenatal di-
agnosis.”” Genetic counselling attempts to safeguard
patient autonomy. Autonomy, then, is an important
objective of prenatal diagnosis in general and genetic
counselling in particular. It is important, however,
that any conflicts between autonomy and other
goals are brought to light and analysed and so it is
important that staff who are to guide the woman th-
rough the prenatal diagnosis process are well versed
in ethics, and knowledgeable enough to be able to
identify goal conflicts. More specific ethical expertise
should also be available so that a satisfactory analysis
can be carried out of any goal conflicts, as a basis for
further guidance.



5.2 Genetic screening

5.2.1 Background

So far, our point of departure has been that it is the
woman who takes the initiative in the question of
possible prenatal diagnosis, because she is worried
about having a sick child. Another possible alter-
native is that the initiative comes from the health
services or the community. Examinations of this type
are called screening, and are generally provided to all
individuals in a certain group, or at a certain time in
life. If genetic techniques are used in screenings, the
genetic integrity of the individual may be at risk. If
the screening refers to genetic methods carried out
during prenatal diagnosis, the individual’s genetic in-
tegrity may be even more under threat and the ques-
tion becomes even more important.

The World Health Organisation (WHO) has establis-
hed ten criteria for the screening of neonates and these
may also be important in screening during prenatal di-
agnosis. The criteria include a requirement that a disco-
vered condition should be treatable. Genetic screening
programmes can only be justified if effective treatment
is available for the hereditary disease in question.

There is reason to believe that genetic screening
in prenatal diagnosis may provoke more worry than
it alleviates. The majority of those who would un-
dergo such an examination have not had any reason
to suspect an elevated risk, so they have no concerns
that would be alleviated by prenatal diagnosis. If the
health services inform them about, and offer, an exa-
mination which they have not requested, this may
generate unnecessary anxiety.

Screening also reduces the autonomy of individuals
in that they are deviations from the rule that care
should be initiated by the individual. When health
services staff offer care and testing, the patient may
feel that she is being urged to undergo the procedure,
since care personnel are regarded as authorities in
these matters. If the patient must take the initiative
of saying no to avoid a test, or if staff use words that
suggest they are urging the patient to undergo a test,
the way in which patients are informed may put
them under pressure, and thus be a departure from
the principle of voluntary consent.

Genetic counselling may help the individual make
an independent decision and thus promote patient
autonomy, but such counselling can hardly be re-
garded as realistic in genetic screening because of its
prohibitive cost.

5.2.2 Examples of screening

in other types of prenatal diagnosis

In Sweden, ultrasound is a screening examination
that in principle is carried out on all pregnant wo-
men. The goal has not primarily been to look for
foetal impairments but rather to establish the dura-
tion of the pregnancy and whether the pregnant wo-
man is carrying more than one foetus. The Swedish

Council on Technology Assessment in Health Care
(SBU), however, concludes in its report on routine
ultrasound scans in pregnancy that ‘the scientific
basis indicates that prenatal diagnosis should be rou-
tinely offered as part of screening activities’. It is this
position, among other things, that has led to the use
of checklists which mean that ultrasound diagnosis
can be divided into a simple examination with the
original objective, and a detailed examination for the
purposes recommended by the SBU. It is important,
however, that information ahead of this examination
gives the woman a chance to understand that even
the simple ultrasound scan might lead to the disco-
very of serious deformities and disease in the foetus,
and that she can decline the scan if she so wishes.
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6. Who should set the framework
of prenatal diagnosis?

Summary

- Methodological developments in prenatal diagnosis
are rapid, among other things because of progress
in molecular genetic research. This is why prenatal
diagnosis should be assessed on an ongoing basis.
We must continue to discuss the defence of human
dignity.

- It is important for the legitimacy of prenatal diagno-
sis that continual follow-up and evaluation is cha-
racterised by openness and influence for the groups
involved.

6.1 Value shifts

Assessment of the terms on which prenatal diagno-
sis should take place is based on values of various
types. These include our view of human dignity and
integrity. Factors that must be considered include as-
sessments of how safe a method of prenatal diagnosis
must be for its use to be defensible. Values, and hen-
ce the limits for what is deemed defensible, also shift
over time, depending in part on our view of disease.

6.2 The basic prerequisites for prenatal diagnosis
as laid down by the Riksdag

Issues of this type should be dealt with in a democra-
tic process. The strength of the democratic process is
that it is a forum for the airing of contradictory va-
lues, such as those involved in this issue. The Genetic
Integrity Act which came into force on 1 July 2006
is a decision made on democratic grounds which sets
out the fundamental prerequisites for the prenatal
diagnosis to be provided in Sweden. However, society
must specially monitor and assess new methods to
prevent undesirable developments in a field that en-
compasses so many ethically and socially controver-
sial issues.

To be able to capitalise on the benefits that can
come from the rapid developments in the field, ho-
wever, some flexibility is desirable. The general con-
ditions laid down by the Riksdag can only be altered
by amending the legislation. Since this is a process
which needs time, and indeed must be allowed to
take time, it would be desirable to have a level which
can monitor and assess new methods before they
are brought into use, but which can still create legi-
timacy. There is otherwise a great risk that new and
improved methods which are available and are re-
quested by pregnant women will be introduced into
care without there having been time for any ethical
analysis. It is, however, not just the demands of preg-
nant women that might lead to the introduction of
new methods without prior ethical analysis; there is
also a significant risk that methods will be introduced
because they are felt by the health services to have
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many advantages. If society wants to influence the
introduction of new methods in the field, experience
shows that such assessments must be carried out
before the method is introduced. If a new method
which proves ethically dubious gains a foothold in
clinical activity, it is very difficult to then withdraw
it.

The range of prenatal diagnosis on offer can also
be influenced by commercial interests. In practice,
this may for example mean that commercial prenatal
clinics offer ultrasound diagnosis to find out charac-
teristics of the foetus, a service that is not offered by
public health services.

If, then, prenatal diagnosis is to be have legitimacy,
we need ongoing evaluation and assessment charac-
terised by transparency, discussion and influence for
the groups involved. The issue is how society can
promote such a process.



7 Summary and conclusions

7.1 Introduction

Prenatal diagnosis brings difficult ethical issues to
the fore that concern many people. It involves our
perceptions of human nature and our values. It also
involves our attitude to disease and disability. Prena-
tal diagnosis can also provoke anxiety, particularly in
the pregnant woman. A woman who is to decide on
whether or not to undergo prenatal diagnosis is faced
with a life-changing decision which in the first place
affects her and her family, but which is also fraught
with basic ethical values such as human dignity, self-
determination, quality of life and life expectancy.

Against the background of rapid developments in
prenatal diagnosis, the question has primarily been
which prenatal diagnosis methods society and the
health services should offer. The answer depends on
factors such as the values prenatal diagnosis can pro-
mote and the risks associated with the activity. Im-
portant ethical values involved are the perception of
human nature, human dignity, informed consent, fair-
ness, need and solidarity and the moral status of the
fertilised egg. One value which is usually particularly
emphasised is the woman’s right to autonomy.

The woman’s self-determination is limited by the
framework established by society. This framework
should be based on an ethical analysis of existing
value conflicts from a society-level perspective. Such
an analysis is necessary for e.g. early discovery of indi-
cation drift which might threaten human dignity, in-
tegrity or other ethical values. According to the goal
of women’s self-determination, it is not the condition
that prenatal diagnosis may discover which is to steer
the activities, but rather the pregnant woman’s need
of information and guidance. The information provi-
ded to the woman prior to prenatal diagnosis is one
of the prerequisites for her self-determination. The
health services must have the requisite skills to be
able to answer the woman’s questions, thus reducing
her concerns. Information should be provided to the
woman in two steps.

Screening in prenatal diagnosis raises difficult ethi-
cal issues. One of the problems is that it is the care
services, and not the woman herself, that take the ini-
tiative. From the perspective of the principle of hu-
man dignity, the goal of autonomy and the patient’s
well being, genetic prenatal diagnosis in the shape
of screening should not be introduced if there is no
treatment for the condition that can be discovered by
the screening process.

The Swedish National Council on Medical

Ethics wishes to underline in particular that:

e the conflict between different ethical values needs
ongoing analysis

e self-determination is important, one reason being to
avoid undesirable consequences for society

e self-determination can be promoted through in-
creased information and through the means selected
for providing the information

e analyses which yield uncertain information or which
are unreliable should not be used

® the risk of indication drift needs to be monitored

e prenatal diagnosis methods should, like all other
health care, be subject to discussions of priorities,
which also limits the types of prenatal diagnosis to

be offered.

7.2 Proposed measures

We need continual monitoring of prenatal diagnosis
and a broad public debate, in which society takes of-
ficial positions.

As an advisory body to the Government, SMER
has the task of monitoring and analysing the conse-
quences of issues that can affect human dignity in
particular. SMER does not, on the other hand, have
the task of examining the shape that concrete orga-
nisational measures should take in order to safeguard
fundamental ethical values. SMER’s examination has,
however, pointed to a number of issues that may re-
quire consideration and more concrete action. What
SMER wishes to point out in particular is that there
is a need for well-considered arrangements for ma-
naging the introduction of new methods of prenatal
diagnosis and for the decision-making process when
these methods are to be introduced into health care.
SMER also wishes to stress the necessity of continual
monitoring of these issues so that there is prepared-
ness to take action when human dignity comes under
threat.

If a woman is to be able to make independent and
well-considered decisions, she must have the neces-
sary knowledge on which to act. This, however, in
turn assumes educational measures on a number of
different levels, both for the woman who is to make
the decision and the health care staff who are to pass
on the knowledge to the pregnant woman, and for
others who might be affected in other ways by pre-
natal diagnosis. Further measures are also necessary
to investigate how the health services can design app-
ropriate arrangements for providing information.
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