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Preface

This book is the outcome of my work as a doctoral student at the
Max Planck Institute for Social Law and Social Policy in Munich. The
manuscript was submitted as a doctoral thesis at the Law Faculty of the
Ludwig Maximilian University of Munich in August 2022.

It was while writing the last parts of my dissertation that I gained first-
hand experience of what I was reflecting upon in my work. In the spring
of 2022, I was told that my foetus was at risk of chromosomal conditions
and that non-invasive prenatal testing (NIPT) would be recommended. I
have faced how hard the choice is as to whether to take the test or not.
The emotions involved are so strong that it seems impossible for anyone to
mistake NIPT for a regular blood test. Eventually, I have felt relief knowing
that, simply by taking a blood test and without invasively jeopardizing the
little one in the womb, I could get a glimpse into her health conditions.
Obviously, my personal experience is only anecdotal and does not aspire
in any way at representing an empirically relevant result. However, I want
to preface this thesis by saying that I am grateful that I had the choice of
whether or not to take the test, that I had professional and personal help
in making this conscious decision, and the financial means to do so. I wish
that every future mother can have the opportunity to make this and other
reproductive choices free of social or economic constraints.

I cannot disregard that the chance to scientifically reflect on these issues
in the first place is a privilege in itself. This opportunity was given to
me by my doctoral advisor, Prof. Dr. Ulrich Becker. To him I owe the
greatest thanks. Without his support, encouragement and trust - but also
challenges, rigorous standards and questions — I could have not written this
book. I would also like to thank Prof. Dr. Jens Kersten, who in providing a
second opinion to my thesis saw great potential in the work and suggested
an additional reading angle.

Invaluable scholarly and personal support in the drafting of my disserta-
tion also came to me from all the colleagues at the Max Planck Institute for
Social Law and Social Policy. I would like to thank all my doctoral fellows
(including Tim Rohmann, Christian Giinther, Franciska Engeser, Lauren
Tonti, Kristine Plank, Irene Carlet, Madeleine Beul, Teodora Petrova and
Hung-Sheng Shan) and senior colleagues (including Anika Seemann, Si-
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Preface

mone von Hardenberg, Eva Hohnerlein, Julia Hagn, Tino Hruschka and
Roman Grinblat), who were always ready for a spontaneous talk or coffee
when I needed to recharge my batteries. I thank the library team and
especially our head of library, Henning Frankenberger, for offering me all
the help I needed, in the form of both academic literature and personal
exchange. The Institute is also part of the Max Planck Law Network to
which I am indebted for supporting me financially in my research visit to
the Faculty of Law of the University of Cambridge.

I am also grateful for the support I received from outside the Institute.
In particular, a huge thank you goes to the Biolaw group at the University
of Trento. Especially to Prof. Carlo Casonato, for believing in me and
sharing his contagious passions for biolaw, and to Dr. Lucia Busatta for
accompanying me in my early steps in academic research and in my first
teaching experience. I thank Prof. Dr. Stefan Huster whose work greatly
inspired me. Prof. Kathleen Liddell from the University of Cambridge and
Prof. Roger Brownsword from King’s College London for finding the topic
captivating and for the valuable exchange.

Finally, my thanks go to my family and friends for making me genuinely
happy, even while writing a doctoral thesis. To my mother, father and sister,
who have been my guiding light and safe haven. To my daughter, who was
growing inside me when I submitted this thesis and was then smiling beside
me at my rigorosum in May 2023. To the most important person in my
private and academic life, my husband Tim, with whom I share and always
will share all the good things in life, big and small.

Irene Domenici Munich, August 2023
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Zusammenfassung

Die Aufnahme neuer Gesundheitstechnologien in den Leistungskatalog des
offentlichen Gesundheitssystems ist das Ergebnis eines von Unsicherheit
gepragten Bewertungsprozesses. Dies gilt umso mehr fiir ethisch umstrit-
tene Gesundheitstechnologien, denn bevor Behoérden Erstattungsentschei-
dungen treffen, miissen sie sich tiber die moralischen Implikationen und
gesellschaftlichen Auswirkungen im Klaren sein. Die Entscheidung, ethisch
umstrittene medizinische Verfahren in das 6ffentliche Gesundheitssystem
aufzunehmen, hat zudem eine starke symbolische Bedeutung und damit
Einfluss auf die Akzeptanz der Technologie in der Gesellschaft.

Trotz ihrer Relevanz kann die Berticksichtigung ethischer Aspek-
te wiahrend des Entscheidungsprozesses problematisch werden. Der
weitreichende Ermessensspielraum, der den staatlichen Institutionen
bei der Zusammenstellung der Leistungskataloge eingerdumt wird,
birgt die Gefahr, dass Entscheidungen auf der Grundlage bestimmter
ethischer, religiéser oder ideologischer Uberzeugungen getroffen werden.
Rechtsverbindliche Entscheidungen, die auf auflerrechtlichen Erwédgungen
beruhen, bringen jedoch ein Legitimationsproblem mit sich. Moderne
demokratisch verfasste Staaten sind durch einen breiten ethischen Pluralis-
mus gekennzeichnet, was bedeutet, dass ihre Mitglieder unterschiedliche
ethische Uberzeugungen und Vorstellungen vom moralisch Guten haben.
Vor diesem Hintergrund legt die Arbeit dar, dass die Wahrung ethischer
Neutralitdt fiir den Staat zwingend erforderlich ist, um Pluralitdt iiber-
haupt erst zu ermdglichen. Ethische Neutralitit soll gewéhrleisten, dass
die Rechtfertigung der Handlungen des Staates auf Griinden beruht, die
von der Gesellschaft als Ganzes akzeptiert werden kénnen und nicht
lediglich ideologische oder religiose Uberzeugungen widerspiegelt, die von
der politischen Mehrheit geteilt werden.

Vor diesem Hintergrund fragt die Dissertation, inwieweit ethische
Bedenken bei Erstattungsentscheidungen der offentlichen Gesundheits-
systeme legitimerweise berticksichtigt werden konnen und welche Rolle
das staatliche Neutralititsgebot hierbei spielt. Die Untersuchung zeigt auf,
dass auch Anlage und Ausgestaltung nationaler Gesundheitssysteme sowie
die Beteiligung verschiedener Akteure und Institutionen den Entschei-
dungsprozess stark beeinflussen konnen, da so Spielrdume fiir die Bertick-
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sichtigung ethischer Uberlegungen beschrinkt werden. Zu diesem Zweck
wendet die Arbeit eine rechtsvergleichende Methode an und analysiert die
Reaktion des Gesundheitssystems auf ethisch umstrittene Technologien
in drei Lindern: Deutschland, Italien und England. Bei der Auswahl
der Lander wurde beriicksichtigt, dass es unterschiedliche Modelle von
Gesundheitssystemen und verschiedene Vorstellungen von Gesundheit und
Krankheit gibt. AufSerdem wurden die Lénder danach ausgewidhlt, wie
Jrestriktiv’ bzw. liberal’ ihre Gesetzgebung zu ethischen Fragen im Gesund-
heitswesen tendenziell ist.

Die Dissertation folgt einem "Fallstudien™Ansatz. Die Fille stammen
aus den Bereichen Reproduktionsmedizin und Gentechnologie, die eine
Vielzahl moralischer Implikationen mit sich bringen und daher als em-
blematisch fiir ethische Bedenken im Gesundheitswesen angesehen werden
kénnen.

Das erste Kapitel veranschaulicht den normativen Rahmen der Unter-
suchung. Dieser ergibt sich aus theoretischen Uberlegungen zu der Frage
nach der Trennung zwischen Ethik und Recht, und zwar sowohl von einem
deskriptiven als auch von einem normativen Standpunkt aus. Die Wahl
des Prinzips der ethischen Neutralitit als normatives Kriterium fiir die
Analyse wird dabei aus rechtstheoretischer und verfassungsrechtlicher Sicht
erldutert und begriindet. Insbesondere arbeitet die Dissertation die Idee
der Begriindungsneutralitit heraus, der zufolge staatliche Mafinahmen nur
dann legitim sind, wenn sie auf der Grundlage von Pramissen ausgeiibt
werden, von denen verniinftigerweise erwartet werden kann, dass sie von
allen Biirgern unabhingig von ihrer Zugehorigkeit zu einer bestimmten
ethischen oder religiosen Haltung gebilligt werden.

Die vergleichende verfassungsrechtliche Analyse ergab, dass alle drei
betrachteten Rechtsordnungen den Wert der Trennung von Ethik und
Recht anerkennen und dass es fiir den Staat zwingend erforderlich ist,
sich fir MafSnahmen zu entscheiden, die auf neutralen Begriindungen
beruhen. Zwar findet sich in keiner der Jurisdiktionen ein ausdriickli-
ches Neutralitdtsgebot im Verfassungstext, aber alle drei Lander verfiigen
tber funktional gleichwertige Grundsitze, die den Zweck des Schutzes
des ethischen Pluralismus erfiillen. Wahrend das englische System einem
prozeduralen Ansatz folgt, ist das italienische Verfassungsrecht an Laizitdt
orientiert und dem deutschen Grundgesetz lasst sich ein Neutralitdtsge-
bot entnehmen. Nachdem diese Grundsitze in den betreffenden verfas-
sungsrechtlichen Ordnungen identifiziert wurden, wird dargestellt, dass
sie auch fiir staatliche Aktivititen im Rahmen des &ffentlichen Gesund-

18
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heitssystems und bei der Erbringung von Gesundheitsdienstleistungen gel-
ten.

Kapitel 2 und 3 enthalten die Untersuchung der Einfithrungsprozesse der
beiden Technologien, die als Fallstudien dienen, ndmlich der genetischen
Praimplantationsdiagnostik (PID) und der Nicht-Invasiven Prinataltests
(NIPT), in die 6ffentlichen Gesundheitssysteme der ausgewéhlten Lander.
Diese Kapitel bieten Einblicke in die Rolle, die ethische und religiose Fak-
toren bei der Regulierung sowie bei den Entscheidungen iiber die Kosten-
erstattung fiir die ausgewdhlten Technologien gespielt haben. Dariiber hin-
aus werden die fiir die Regulierung verwendeten Instrumente bewertet und
in substanzielle und verfahrenstechnische Instrumente eingeteilt. Beson-
deres Augenmerk liegt insoweit auf der Beteiligung der verschiedenen Ak-
teure.

In den Schlussfolgerungen vermittelt die Arbeit Erkenntnisse dariiber,
wie Staaten auf legitime Weise mit ethischen Belangen umgehen konnen.
Erstens bezieht sich die Legitimitit auf die Fahigkeit des Rechtssystems,
die konzeptionelle Trennung zwischen Ethik und Recht aufrechtzuerhalten.
Dies kann daran gemessen werden, ob das Rechtssystem in der Lage ist,
eine bestimmte Norm ohne Bezugnahme auf auflerrechtliche ethische Per-
spektiven zu operationalisieren. Dieses Erfordernis bedeutet, dass Normen
keinen breiten und unbestimmten Bezug zur Ethik enthalten diirfen und
dass Rechtsnormen nicht unter Bezugnahme auf bestimmte ethische oder
religiose Positionen ausgelegt werden diirfen. Aulerdem miissen sie in
Bezug auf den bestehenden verfassungsrechtlichen Rahmen kohérent und
nachvollziehbar sein.

Zweitens erfordert Legitimitdt, dass Entscheidungen dem normativen
Gebot der Begriindungsneutralitit gerecht werden. Sie miissen durch kon-
sentierte Griinde gerechtfertigt werden kénnen, deren Einbeziehung prak-
tisch jedes Mitglied der Gesellschaft zustimmen kann. Mit anderen Worten:
Der zweite Aspekt der Legitimitdt bewertet die Akzeptanz einer Vorschrift
danach, ob alle Menschen, unabhingig von ihren unterschiedlichen ethi-
schen Hintergriinden und religiosen Uberzeugungen, die Griinde als ver-
ninftig und relevant anerkennen kénnen. Insoweit kommt der Interak-
tion zwischen verschiedenen staatlichen Institutionen und anderen Ak-
teuren fiir die Gewdhrleistung der Legitimitdt bei der Reaktion auf das
Aufkommen neuer Technologien eine herausgehobene Bedeutung zu. Die
vergleichende Analyse der institutionellen Interaktionen zeigt deren Ein-
fluss auf die Legitimitit der unterschiedlichen Ldsungsansitze in den
drei Rechtsordnungen auf. Die Dissertation bietet somit Einblicke in die
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optimale Gestaltung der Zusammenarbeit zwischen den verschiedenen Ak-
teuren des Rechtssystems, um einen akzeptablen und legitimen Kompro-
miss in einer pluralistischen Gesellschaft zu erreichen. Dabei schldgt sie die
Implementierung eines Verfahrensmodells vor, um ethische Bedenken im
Bereich der reproduktiven Gesundheitstechnologien legitim zu behandeln.

20
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Introduction

1. Problem Statement

Over the past fifty years, scientific and technological progress in the
biomedical field has transformed many emerging possibilities into fully
developed and clinically tested health technologies.! They are ready to be
used safely for diagnostic or therapeutic purposes on human beings. Many
of them are thus eligible to become embedded in the public healthcare
system, as valuable resources in schemes of medical coverage that have the
potential to be extremely innovative.

Among these innovations none has found such an ample space in
legal scholars’ debate as those developed thanks to the convergence of
reproductive medicine and genetic technology.? This is mainly due to the
implications of their use for other moral entities, such as embryos or
future generations, and thus their considerable moral weight. With regard
to reproductive medicine one need only think of the constant polarisation
caused by the abortion issue? and, in more recent times, of the impressive
legal, political and philosophical debates on medically assisted procreation
that have been going on ever since the birth of the first in-vitro baby

1 The notion of health technology has been chosen for the thesis due to its comprehen-
sive scope. According to the World Health Organisation (WHO), “[h]ealth technolo-
gies include medicines, medical devices, assistive technologies, techniques and proce-
dures developed to solve health problems and improve the quality of life”, <https://
www.who.int/europe/news-room/fact-sheets/item/health-technologies> accessed
9.8.2022. Article 3(1) of the EU Directive 2011/24/EU on the Application of Patients’
Rights in Cross-border Healthcare, O.]. L 88/45 defines health technology as “a medici-
nal product, a medical device or medical and surgical procedures as well as measures
for disease prevention, diagnosis or treatment used in healthcare”.

2 In his contribution on liberal eugenics of 2001, Habermas warned against the moral
weight of questions surrounding technological developments brought about by this
combination of fields and stressed the need to inquire about the normative evaluation
of “one day theoretically possible genetic engineering developments”, although they
were at the time deemed to be “completely out of reach” (author’s translation), see
Habermas, Die Zukunft der menschlichen Natur: Auf dem Weg zu einer liberalen Eu-
genik? (2001) p. 39.

3 Warren in Kuhse and Singer, A Companion to Bioethics (2nd edn 2009).
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back in 1978. Both the removal of embryos form the mother’s womb and
their in-vitro creation and selection can cause ethical concerns related to,
for instance, the right to life of the embryo and its dignity as a human
being,> the respect for the laws of nature® and of the personal identity and
self-determination of the child.”

As for genetic technology, the possibility of genetic modification raises,
amongst others, the concern that researchers might be “playing God™ as
well as questions of: selection, genetic enhancement and augmentation of
inequalities,” safety of the procedures!® and, in case of alteration in the
germline, the right to self-determination of the future generations.!

Ultimately, the interaction of reproductive medicine and genetic technol-
ogy could allow for the full realisation of parents’ natural desire to have a
healthy child!? or, according to the slippery slope argument,!® the “engineer-
ing of the perfect baby™4. Until now, the combined evolution of the two
fields encouraged the development and refinement of, on the one hand,
long-established mechanisms of embryo diagnosis and selection, such as

4 The news of the birth of Louise Brown was reported by the media in July 1978, see
Dow, ‘Looking into the Test Tube: The Birth of IVF on British Television’ (2019)
63(2) Med Hist p. 189. Legal and ethical discussions on IVF are still carried out with
reference to her name, see Bockenheimer-Lucius, Thorn and Wendehorst, Umwege
zum eigenen Kind; Ethische und rechtliche Herausforderungen an die Reproduktions-
medizin 30 Jahre nach Louise Brown (2008).

5 Nettesheim, ‘Die Garantie der Menschenwiirde zwischen metaphysischer Uberhs-
hung und bloflem Abwiagungstopos’ (2005) 130(1) AGR p. 71; Habermas, Die Zukun-
ft der menschlichen Natur (2001); Tooley in Kuhse and Singer, A Companion to
Bioethics (2nd edn 2009).

6 Rostalski, Das Natiirlichkeitsargument bei biotechnologischen MafSnahmen (2019).

7 Turkmendag, ‘The Donor-conceived Child's 'Right to Personal Identity": The Public
Debate on Donor Anonymity in the United Kingdom’ (2012) 39(1) ] Law Soc p. 58.

8 Peters, Playing God?: Genetic Determinism and Human Freedom (2nd edn 2003);
Coady in Savulescu and Bostrom, Human Enhancement (2010).

9 Gyngell, Douglas and Savulescu, “The Ethics of Germline Gene Editing’ (2017) 34(4)
J Appl Philos p. 498, 509.

10 ibid, p. 504.

11 Kamm, ‘Moral Status and Personal Identity: Clones, Embryos and Future Genera-
tions’ (2005) 22(2) Soc Phil Pol p. 283; Agius and Busuttil, Germ-Line Intervention
and Our Responsibilities to Future Generations (1998).

12 For a reflection on the ethical issues and implications regarding the desire to conceive
a healthy child, see Haker, Hauptsache gesund?: Ethische Fragen der Prinatal- und
Praimplantationsdiagnostik (2011).

13 See Chapter 1, sec. A.3.

14 Regalado, ‘Engineering the Perfect Baby’ (3.5.2015) <https://www.technologyreview.c
om/s/535661/engineering-the-perfect-baby/> accessed 25.4.2022.
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prenatal testing and preimplantation genetic diagnosis (PGD), and, on
the other hand, very innovative therapeutic techniques involving genetic
modifications of the embryo such as mitochondrial replacement therapy
(MRT). However, both areas of technological advancement remain highly
controversial and the same holds true for the decision regarding their
possible inclusion in the publicly funded healthcare system.

While prenatal screening and diagnoses are currently offered within
the publicly funded healthcare systems of most European countries, a
“paradigm shift™ recently occurred with the development of innovative
non-invasive prenatal testing (NIPT). This has led several states to recon-
sider the ethical and legal implications of wide-scale prenatal screening.!®
As for preimplantation genetic diagnosis, which offers an alternative to
prenatal screening for couples that have a high risk of transmitting a genetic
disease to the foetus, reimbursement through the healthcare system is not
guaranteed in many countries.”

Mitochondrial replacement therapy, a procedure intended to prevent the
transmission of serious mitochondrial diseases to the embryo, encounters
the further obstacle of the international ban on germline genetic modifica-
tion.!® Only the English NHS, after Parliament passed a regulation permit-
ting the use of MRT in 2015, initially dedicated £8 million in funding over

15 Dines and others, ‘A Paradigm Shift: Considerations in Prenatal Cell-Free DNA
Screening’ (2018) 2(5) Jrnl App Lab Med p. 784.

16 See, for instance, the debates in Germany, Heinrichs, Spranger and Tambornino,
‘Ethische und rechtliche Aspekte der Prinataldiagnostik’ (2012) 30(10) MedR p.
625; Hufen, ‘Verfassungsrechtliche Bedenken gegen frithe Prinataldiagnostik?” (2017)
35(4) MedR p. 277 and in Switzerland, Brauer and others, Wissen kinnen, diirfen,
wollen?: Genetische Untersuchungen wdhrend der Schwangerschaft (2016).

17 In Germany, the exclusion of PGD from statutory health insurance has been con-
firmed by the Federal Social Court (Bundessozialgericht, BSG) in BSG, 18.11.2014 - B 1
KR19/13 R.

18 The ban appears in Art.13 of the Convention on Human Rights and Biomedicine
of the Council of Europe and is reiterated in the national legislation of several
countries. The Swiss Constitution states, for instance, that « [t]oute intervention dans
le patrimoine génétique de gameétes et d’embryons humains est interdite » (Art. 119,
al. 2). Moreover, the UNESCO Universal Declaration of the Human Genome and
Human Rights lists germline interventions as practices “contrary to human dignity”
(Art. 24).

19 The Human Fertilisation and Embryology (Mitochondrial Donation) Regulations
2015.
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five years? for mitochondrial donation, thus allowing licenced clinics to
ensure integrated NHS care for patients at high risk of transmitting serious
mitochondrial disease.?! The prohibition of germline genetic modification
also affects the possible implementation of genome editing by CRISPR/
Cas9 in human embryos, which would enable the correction of mutations
responsible of serious genetic disease in future children. Although several
ethical and safety concerns related to these procedures hinder any clinical
implementation at the present time, the question of their possible funding
by public healthcare systems in the foreseeable future has already been
raised.??

Since the health technologies described above are of a deeply controver-
sial nature, the issue of their coverage or reimbursement in the public
healthcare system is often likely to fade into the background of legal
debates. The use of health technologies developed from a combination
of reproductive medicine and genetic technology presents deep ethical
dilemmas, and the immediate legal response to their emergence is often to
impose criminal law restrictions according to the precautionary principle.??
In this sense the legal debate’s focus is primarily on the constitutional
acceptability of these prohibitions and on whether the use of such tech-
nologies is compatible with individual rights and constitutional principles.
These discussions often fail to address fundamental questions concerning
the possible implementation of those procedures in the healthcare system -
particularly questions regarding the state’s positive obligation to guarantee
the social right to equal access to healthcare through a publicly funded
system.

Nonetheless it is important to address this point. In fact, not only must
states decide whether ethically controversial techniques shall be permitted,

20 NHS England, ‘NHS England to fund ground-breaking new mitochondrial donation
clinical trial’ <https://www.england.nhs.uk/2016/12/mitochondrial-donation/>
accessed 22.4.2022.

21 Gorman and others, ‘Mitochondrial Donation: From Test Tube to Clinic’ (2018)
392(10154) Lancet p. 1191.

22 See, for Germany, the speculations maybe by Bern, Genome Editing in Zeiten von
CRISPR/Cas (2020) pp. 191-ff. and Deuring, Rechtliche Herausforderungen moderner
Verfahren der Intervention in die menschliche Keimbahn (2019) pp. 413-ff. reaching
opposite conclusions, on the possible reimbursement of human genome editing
within the existing rules of the German Social Law Code (SGB) Book V.

23 Andorno, ‘“The Precautionary Principle: A New Legal Standard for a Technological
Age’ (2004) 1(1) JIBL p. 11.
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but also whether they should receive public funding, with funds being
raised via taxation or contributions.

In light of the high costs of innovative health technologies it can be
argued that a refusal of public coverage would effectively amount to a
prevention of their use and distribution, especially amongst less affluent
patients. As a matter of fact patients’ access to innovative healthcare tech-
nologies is primarily determined by their inclusion in public healthcare
coverage or insurance schemes.?*

The choice of including ethically controversial health technologies in the
public healthcare system not only has a substantive effect on a positive right
to health, but also carries a certain symbolic value and has an impact on
their acceptance by the community as a whole. This was also recognised
by the German Constitutional Court in its second abortion decision.?> The
Court pointed out that the inclusion of certain medical procedures, such
as abortion, in the statutory health insurance’s benefit basket conveys an
evaluation by the state that is liable to influence the population’s percep-
tion towards them.?® In fact, granting public funds through social benefits
creates the impression that the state takes a positive stance towards the
relevant health service. Conversely, withholding health insurance benefits
conveys the idea that the procedure is not a standard one and is disap-
proved of or even condemned by the legal system.?” According to the Court
reimbursement decisions are thus capable of influencing public values. In
addition the Court emphasised how an endorsement through the social
insurance system is likely to “ease the conscience” of the people who are

24 Several studies investigate the diffusion of certain innovations after their introduction
in the public health insurance or public coverage, see, for instance in the case of
non-invasive prenatal testing, Vinante and others, ‘Impact of Nationwide Health
Insurance Coverage for Non-invasive Prenatal Testing’ (2018) 141(2) Int ] Gynaecol
Obstet p. 189.

25 BVerfG, 2851993 - 2 BvF 2/90, 2 BvF 4/90, 2 BvF 5/92 (BVerfGE 88, 203 -
Schwangerschaftsabbruch IT). An English translation is available at https://www.bu
ndesverfassungsgericht.de/SharedDocs/Entscheidungen/EN/1993/05/1s19930528_2b
vf000290en.html> accessed 9.8.2022. More on this judgment at Chapter 1, sec. B.L.2.b.

26 BVerfG, 28.5.1993 - 2 BvF 2/90, in BVerfGE 88, 203 (319).

27 Starck, ‘Der verfassungsrechtliche Schutz des ungeborenen menschlichen Lebens.
Zum zweiten Abtreibungsurteil des BVerfG’ (1993) 48(17) JZ p. 816, 822. In the
opinion of the court, however, the refusal to grant funding is “only limitedly” (nur
begrenzt) suited to convey a negative view, see BVerfG, 28.5.1993 - 2 BvF 2/90, in
BVerfGE 88, 203 (319).
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close to the patient and share their responsibility in deciding to carry out
the procedure.?®

In other words, decisions regarding the public coverage or reimburse-
ment of ethically controversial technologies tell us something about their
acceptability and compatibility with a society’s selection of values and
contribute to a determination of “the kind of community we want to be”.?’

As a result, while the inclusion of a new health technology in the health-
care system’s benefit basket is always the result of an assessment process
characterised by uncertainty,>® dealing with ethically disputed technologies
adds another element of concern to the reimbursement decision. Further
reflection is allegedly desired on possible moral harm resulting from their
use or on the potential impact of their diffusion on the ethical values of a
society.! Hence it could be argued that coverage decisions should be open
to moral reflection and guarantee compliance with ethical standards and
this applies particularly in the field of genetics and reproductive medicine.

The aim of incorporating ethical reflection into the decision-making pro-
cess has been pursued on different levels. Ethical analysis has been recog-
nised as a possible component of health technology assessment (HTA)
procedures. These consist in systematic evaluations of properties, effects
and impacts of health technologies®? with a view to informing policy mak-
ing in healthcare and, in particular, to supporting the healthcare system’s
reimbursement decisions.?® Subject to the assessment is a broadly defined
class of health technologies, including: drugs, medical devices, medical and

28 BVerfG, 28.5.1993 - 2 BvF 2/90, in BVerfGE 88, 203 (320), according to which those
who are close to the pregnant woman may also feel relieved because they will perceive
procedures for which social security benefits are granted as normal and lawful.

29 An expression borrowed from Brownsword and Wale, “Testing Times Ahead: Non-In-
vasive Prenatal Testing and the Kind of Community We Want to Be’ (2018) 81(4) Mod
Law Rev p. 646.

30 Indeed, aspects of clinical effectiveness, quality, safety and cost-effectiveness are often
unclear and need to be carefully evaluated in an assessment procedure.

31 This twofold uncertainty is illustrated by Beyleveld and Brownsword, ‘Emerging
Technologies, Extreme Uncertainty, and the Principle of Rational Precautionary
Reasoning’ (2012) 4(1) Law Innov Technol p. 35.

32 WHO Definition to be found in WHO Executive Board, ‘Health Intervention and
Technology Assessment in Support of Universal Health Coverage: Report by the
Secretariat’ (14.1.2014) EB 134/30 <https://apps.who.int/iris/handle/10665/172848>
accessed 9.8.2022. See, also, Widrig, Health Technology Assessment (2015) pp. 48-ff.

33 Inter alia, Luce and others, ‘EBM, HTA, and CER: Clearing the confusion’ (2010)
88(2) Milbank Q p. 256, 271; Drummond and others, ‘Key Principles for the Im-
proved Conduct of Health Technology Assessments for Resource Allocation Deci-
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surgical procedures, diagnostic tests, biologics (e.g. blood products and
gene therapies), equipment and support, and organisational and manage-
rial systems.>* Although HTA is traditionally aimed at evaluating clinical
and economic aspects, the need to include ethical principles within its
normative criteria has been widely argued for.3> Allegedly this would inform
decision makers of the ethical concerns linked to the use of a health
technology and of the possible ways to implement it in a manner that is
consistent with the prevailing societal ethical values.3

Moreover, many countries have already envisaged the involvement of
ethics committees on different levels of decision making. Ethics committees
established at the national level can be consulted by the government or
legislature on any legislative or regulatory action that might entail ethical
concerns.”’ Other ad-hoc committees may be foreseen by specific laws
as safeguarding mechanisms that can issue concrete guidelines and advi-
sory opinions. Alternatively, they can oversee the compliance with legal
standards through a requirement that they must sanction the performance
of specific procedures. In Germany, examples are provided by the local

sions’ (2008) 24(3) J of Inter Tech of Health Care p. 244, 247; Widrig, Health
Technology Assessment (2015) p. 45.

34 Available on the International HTA Glossary, at <http://htaglossary.net/technology>
accessed 25.4.2022. See also Goodman, HTA 101 Introduction to Health Technology
Assessment (2014) p. II-1.

35 See, inter alia, Grunwald, ‘The Normative Basis of (Health) Technology Assessment
and the Role of Ethical Expertise’ (2004) 2(2-3) Poiesis Prax p. 175; Reuzel and
others, ‘Ethics and HTA: Some Lessons and Challenges for the Future’ (2004) 2(2-3)
Poiesis Prax p. 247; Lucivero, Ethical Assessments of Emerging Technologies: Apprais-
ing the Moral Plausibility of Technological Visions (2016); Have, ‘Ethical Perspectives
on Health Technology Assessment’ (2004) 20(1) Int J Technol Assess Health Care p.
71; Hofmann, ‘Why Ethics Should Be Part of Health Technology Assessment’ (2008)
24(4) Int J Technol Assess Health Care p. 423; Widrig, Health Technology Assessment
(2015) pp. 248-ff.

36 Giacomini, Miller and Browman, ‘Confronting the Gray Zones of Technology Assess-
ment: Evaluating Genetic Testing Services for Public Insurance Coverage in Canada’
(2003) 19(2) Int J Technol Assess Health Care p. 301; Castro and others in Marsh and
others, Multi-criteria Decision Analysis to Support Healthcare Decisions (2017).

37 This is the case of the German Ethics Council (Deutscher Ethikrat), the Italian
Committee for Bioethics (Comitato Nazionale per la Bioetica, CNB), the French Na-
tional Consultative Ethics Committee for health and life sciences (Comité consultatif
national déthique). The function of the UK-based Nuffield Council of Bioethics
is slightly different, see later at Chapter 3, sec. C.IL3.a. On the roles of national
ethics committees, see Voneky, Recht, Moral und Ethik: Grundlagen und Grenzen
demokratischer Legitimation fiir Ethikgremien (2010) pp. 233-ff.
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Ethics Commissions for Preimplantation Diagnostics®® and the Genetic
Diagnostic Commission envisaged by §23 of the Genetic Diagnosis Act
(Gendiagnostikgesetz, GenDG).*

It is interesting to note that the EU Directive on the application of
patients’ rights in cross-border healthcare explicitly acknowledges that the
public healthcare systems of the Member States may have made different
ethical assessments of certain healthcare technologies.*? Recital 7 of the Di-
rective provides that “[n]o provision of this Directive should be interpreted
in such a way as to undermine the fundamental ethical choices of Member
States”.#! This clarification was introduced precisely to ensure that the di-
rective would not oblige States to reimburse the costs of health services
considered ethically controversial, such as in vitro fertilisation (IVF), if
they are not funded in the Member State of origin.*> The term ‘ethical
choices’ is not defined by the Directive and remains relatively ambiguous.*?
In any case, it is assumed that the decision on whether or not to publicly
fund a health technology also depends on an ethical, not just legal, assess-
ment of it.

In sum, there is evidence that reimbursement decisions by the public
healthcare system are not only the result of clinical and economic evalu-
ations, but are also considered to depend on the ethical evaluations of
relevant decision-makers.

Ethical concerns might enter the decision-making process even in an
undisclosed or indirect way.** This has been the case with the Italian
national and regional policies on heterologous IVE. After the Italian Consti-
tutional Court had declared unconstitutional the prohibition of the use of

38 See Embryo Protection Act (Embryonenschutzgesetz, ESchG) § 3a(3) no. 1, as well as
Chapter 2, sec. A.I3.d.

39 Taupitz in Schliesky, Ernst and Schulz, Die Freiheit des Menschen in Kommune, Staat
und Europa: Festschrift fiir Edzard Schmidt-Jortzig (2011) p. 829.

40 Although the focus of this thesis is not directly on EU law, the latter still plays a
fundamental role as part of the legal order of individual European states.

41 7th recital, Directive 2011/24/EU. Emphasis added by the author.

42 van Hoof and Pennings, ‘Extraterritorial Laws for Cross-border Reproductive Care:
The Issue of Legal Diversity’ (2012) 19(2) Eur ] Health Law p. 187, 194; Frischhut,
““EU”: Short for “Ethical” Union? The Role of Ethics in European Union Law’ (2015)
75(3) ZabRV p. 531, 548.

43 Frischhut, ““EU”: Short for “Ethical” Union? The Role of Ethics in European Union
Law’ (2015) 75(3) ZadRV p. 531, 558.

44 Taupitz in Schliesky, Ernst and Schulz, Die Freiheit des Menschen in Kommune, Staat
und Europa (2011) pp. 827-ff.
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donor gametes in IVF (so-called heterologous IVF), laid down by Article
4(3) Law no. 40/2004,% some regional administrations attempted to limit
the use of a technology that they still considered undesirable. They limited
or altogether prevented its funding by the Regional Healthcare System.*6

This case shows that the consideration of ethical concerns in the decision
can become problematic if it is intended to ensure that the provision of
healthcare follows the ethical agenda of a political majority. The rather
broad margin of appreciation granted to state institutions in shaping the
benefit baskets entails the risk that the decisions might be taken on the
basis of particular ethical, religious or ideological convictions. This allows
the ideological opposition of the majority towards a technology to manifest
itself in the refusal to fund it. If so, reimbursement choices that are based
on ethical considerations would carry a problem of legitimacy in modern
democratic societies. These societies are characterised by broad ethical
pluralism, meaning that their members have different axiological beliefs
and conceptions of the moral good.#” This holds true both in terms of
different ethical assumptions — deriving from different moral intuitions
proper to each individual - and in terms of their concrete significance on
the desirability of certain technologies.*3

Within this framework this dissertation endorses the view that the adop-
tion of a position of ethical neutrality is imperative for the legitimacy of
state action and is an essential element of a pluralistic society.*® Ethical neu-
trality is intended to guarantee that state actions are justified on grounds
that can be accepted by the society as whole, and not on ideological or
religious convictions shared only by a political majority.>® According to this

45 In its judgment no. 162/2014.

46 Tadicicco, ‘La lunga marcia verso leffettivita e l'equita nell'accesso alla fecondazione
eterologa e all'interruzione volontaria di gravidanza’ [2018](1) Rivista AIC p. 1, 29-ff.
On this case, more information at Chapter 1, sec. I1.2.b.

47 John Rawls refers to this circumstance as “the fact of pluralism”, see Rawls, ‘“The Idea
of an Overlapping Consensus’ (1987) 7(1) Oxf] Leg Stud p. 1, 4.

48 See Voneky and others, Legitimation ethischer Entscheidungen im Recht: Interdiszi-
plindre Untersuchungen (2009) p. 4.

49 Zotti in Voneky and others, Legitimation ethischer Entscheidungen im Recht: Inter-
disziplindre Untersuchungen (2009) p. 104.

50 Onida in Tedeschi, Il principio di laicita nello stato democratico (1996) p. 87; Valenti-
ni, ‘La laicita dello Stato e le nuove interrelazioni tra etica e diritto’ [2008](June)
Stato, Chiese e pluralismo confessionale p. 1; Huster in Albers, Bioethik, Biorecht,
Biopolitik: Eine Kontextualisierung (2016) p. 64.
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principle it would be illegitimate for the majority to preserve and enforce its
ethical or religious position by regulatory means.!

Although it is controversial in many respects,>? the thesis will argue
that the principle of the ethical neutrality of the state has an essential
core element that can be widely agreed upon. Namely, that individuals in
a constitutional state cannot suffer interferences with their fundamental
rights, such as the right to health, if these can be only justified on the basis
of particular ideological, ethical or religious considerations.>

2. State of Research

Much has been written about the emergence of innovations in healthcare
and the legal and ethical concerns that arise from their implementation
in the public healthcare system. More broadly, there is no lack of studies
analysing the relationship and interplay between law and (bio)ethics with
regard to the developments in modern biomedicine.>* Many scholars advo-
cate that law in the biomedical field should be open to ethical reflections.>
Some of these scholars examine the role and legitimation of ethical com-
mittees in the public healthcare system.>¢ Others have investigated the prin-

51 Koreny, ‘From a Tolerant to an Ethically Neutral State’ (2016) 26(2) Human Affairs p.
409, 187; Huster, Die ethische Neutralitdt des Staates (2nd edn 2017) p. 106.

52 Huster in Albers, Bioethik, Biorecht, Biopolitik (2016) p. 67. Recently, a heated discus-
sion about the validity of the neutrality requirement in German constitutional law
arose at the conference of the Vereinigung der Deutschen Staatsrechtslehrer, which
took place in Mannheim from 6 to 9 October 2021. The discussion is published in
‘Aussprache und Schlussworte’ [2022](81) VVDStRL p. 355.

53 Huster, Die ethische Neutralitdt des Staates (2017) p. 117.

54 See, inter alia, Piciocchi, ‘Bioethics and Law: Between Values and Rules’ (2005) 12(2)
IJGLS p. 471; Casonato in Casonato and Piciocchi, Biodiritto in dialogo (2006);
Voneky and others, Legitimation ethischer Entscheidungen im Recht (2009); van der
Burg in Kuhse and Singer, A Companion to Bioethics (2nd edn 2009); Voneky, Recht,
Moral und Ethik (2010); Spranger, Recht und Bioethik: Verweisungszusammenhdnge
bei der Normierung der Lebenswissenschaften (2010); Voneky and others, Ethik und
Recht - Die Ethisierung des Rechts/Ethics and Law - The Ethicalization of Law (2013);
Huster in Albers, Bioethik, Biorecht, Biopolitik (2016).

55 Voneky, Recht, Moral und Ethik (2010); Casonato in Valdés and Lecaros, Biolaw and
Policy in the Twenty-First Century (2019).

56 Amongst others, Fateh-Moghadam in Voigt, Religion in bioethischen Diskursen: Inter-
disziplindre, internationale und interreligiose Perspektiven (2010); Videtta in Rodota,
Zatti and Ferrara, Trattato di biodiritto: Salute e sanita (2011); Poscher in Véneky and
others, Ethik und Recht - Die Ethisierung des Rechts/Ethics and Law - The Ethicaliza-
tion of Law (2013); Hermerén, Accountability, Democracy, and Ethics Committees’
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ciple of the ethical neutrality of the State in the context of authorising new
health technologies or in relation to the role of ethics in public health.>”

Furthermore, several scholars have turned their attention to the health
technology assessment process: since the beginning of this century re-
searchers have investigated the inclusion of ethical values in the normative
basis for the decision making process in health technology regulation and
reimbursement decisions.>® Although HTA is traditionally conducted with
a view to safety, quality and cost-effectiveness criteria, many studies argue
that these guiding principles are nowadays no longer sufficient for a full
assessment of innovative products. A responsible implementation of novel
medical products and procedures demands that ethical issues be addressed
in the decision making process. Scholars acknowledged that, in order to
be eligible for public coverage, an innovative healthcare technology must
be judged to be consistent with the ethical standards or prevailing values
in society. However, most of the relevant research in the field is not legal
research. Rather it is conducted from a Science and Technology Studies
(STS), bioethical or philosophical standpoint. As a result little or no atten-
tion centres on the legal significance of the inclusion of ethical evaluations
within the public decision making procedure. In particular, one might
wonder whether and to what extent the consideration of ethical aspects in
the assessment process could - legally and legitimately - be relevant to the
final decision.

Even if the assessment authorities were given a legal basis for the consid-
eration of ethical aspects in their decision making process, it is uncertain
whether public coverage could legitimately be denied on the basis of purely

(2015) 1(2) Law Innov Technol p. 153; Faulkner and Poort, ‘Stretching and Challen-
ging the Boundaries of Law: Varieties of Knowledge in Biotechnologies Regulation’
(2017) 55(2) Minerva p. 209.

57 Huster in Kopetzki and others, Kérper-Codes: Moderne Medizin, individuelle Hand-
lungsfreiheiten und die Grundrechte (2010); Strech, Hirschberg and Marckmann,
Ethics in Public Health and Health Policy: Concepts, Methods, Case Studies (2013).

58 Inter alia, Grunwald, ‘The Normative Basis of (Health) Technology Assessment and
the Role of Ethical Expertise’ (2004) 2(2-3) Poiesis Prax p. 175; Have, ‘Ethical Per-
spectives on Health Technology Assessment’ (2004) 20(1) Int J Technol Assess Health
Care p. 71; Giacomini, ‘One of These Things is Not Like the Others: The Idea of
Precedence in Health Technology Assessment and Coverage Decisions” (2005) 83(2)
Milbank Q p. 193; Hofmann, ‘Why Ethics Should Be Part of Health Technology
Assessment’ (2008) 24(4) Int J Technol Assess Health Care p. 423; Lucivero, Ethical
Assessments of Emerging Technologies (2016); Castro and others in Marsh and others,
Multi-criteria Decision Analysis to Support Healthcare Decisions (2017).
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ethical concerns. The perception of certain technologies as ethically con-
troversial would give rise to more legal barriers for their publicly-funded
implementation and therefore in hurdles to patients’ prompt access to
innovation. The legitimacy of this effect has not yet been investigated from
a legal point of view. No study has assessed whether the decision-makers
could legitimately operationalise an ethical position to limit patients’ access
to certain health services. As far as legal scholarship is concerned, research
focuses primarily on the impact of innovations in healthcare on the funda-
mental rights of the individual and on human dignity, self-determination
and privacy.®® The emphasis remains mainly on whether it is constitutional-
ly acceptable to prohibit the use or the provision of certain health services.

Undoubtedly the study of the compliance of health technologies with in-
dividual rights and constitutional principles is of particular interest and of-
fers stimulating insights and reflections. Nevertheless, this approach leaves
out fundamental questions concerning the coverage and reimbursement of
these medical services in a publicly funded healthcare system.

The work of some German scholars must be mentioned separately. Al-
though only in relation to specific instances, these have indeed inquired
whether there is a legal basis for the consideration of ethical issues in the
statutory health insurance’s reimbursement decision.®® The contributions
on the subject mainly focus on medically assisted procreation.®' However,
these studies have not yet adopted a comparative approach. Being limited to
a single country, they do not give insights into whether different normative
frameworks may determine different outcomes in terms of the relevance of
ethical considerations in reimbursement and coverage decisions.

59 See, for instance, Jasanoff, Reframing rights: Bioconstitutionalism in the genetic age
(2011); Santosuosso, Goodenough and Tomasi, The Challenge of Innovation inLlaw:
The Impact of Technology and Science on Legal Studies and Practice (2015); Lucchi,
The Impact of Science and Technology on the Rights of the Individual (2016); Castaing,
Technologies médicales innovantes et protection des droits fondamentaux des patients
(2017).

60 Huster, ‘Der Gemeinsame Bundesausschuss als Ethikbehorde?” (2017) 35(4) MedR p.
282.

61 Huster, ‘Die Leistungspflicht der GKV fiir Mafinahmen der kiinstlichen Befruch-
tung und der Krankheitsbegriff” (2009) 62(24) NJW p. 1713; Rauprich in Bocken-
heimer-Lucius, Thorn and Wendehorst, Umwege zum eigenen Kind; Ethische und
rechtliche Herausforderungen an die Reproduktionsmedizin 30 Jahre nach Louise
Brown (2008); Rauprich, Die Kosten des Kinderwunsches: Interdisziplindre Perspek-
tiven zur Finanzierung reproduktionsmedizinischer Behandlungen (2012).
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On a more general note, the question of the relationship between law
and morality or law and ethics has been subject to deep philosophical
investigations and debates at least since Kant’s reflection on the function
of the legal system in relation to the moral autonomy of the citizens.®? This
literature, emerging also from the debate between positivists and natural
law theorists,®* offers a fruitful basis for concretising the principle of ethical
neutrality and for embedding it in a more comprehensive theory of the
state.64

3. Research Objectives and Methodology

As outlined above, public coverage and reimbursement decisions about
ethically controversial technologies have to meet two contrasting demands.
On the one hand, some commentators highlight the need to include ethi-
cal evaluations in the decision making process in order to address moral
uncertainty. On the other hand, it cannot be denied that contemporary
democratic societies require state authorities to reach a decision that is
acceptable to individuals with different, and often opposite, moral stances
and ethical principles. An examination of these conflicting positions is all
the more needed in light of the innovation to be expected in this field in the
near future.®®

62 Kant, Metaphysic of Morals: Divided into Metaphysical Elements of Law and of Ethics
(1799) pp. 11-ff and 26-ff.

63 See Chapter 1, sec. A.IL.2.a.

64 Stefan Huster warns that the answer to the question of whether public health insur-
ance should assume the costs of ethically controversial procedures cannot be simply
answered by a mere reference to a principle of secularity or religious-ideological
neutrality. The discussion must be accompanied by a more detailed concretization of
this principle and its embedding in a comprehensive theory of the state, see Huster in
Albers, Bioethik, Biorecht, Biopolitik (2016) p. 69.

65 See, as mentioned above, the developments in human gene editing promised by the
CRISPR/CAS 9 technology. The announcement of the birth of the first children with
edited genomic dates to the 25th of November of 2018 (for some consideration on
this case, see Greely, ‘CRISPR'd Babies: Human Germline Genome Editing in the ‘He
Jiankui Affair” (2019) 6(1) J Law Biosci p. 111) and a possible future removal of the
ban on germline editing has already been envisaged, inter alia, in Neri, ‘Embryo edit-
ing: a proposito di una recente autorizzazione del’HFEA [2016](1) BioLaw Journal
- Rivista di BioDiritto p. 261; Baertschi, ‘CRISPR-Cas9: I'interdiction de la thérapie
génique germinale est-elle devenue inappropriée?” (2017) 10(2) Bioethica Forum p.
41; Gregorowius, ‘Human Genome Editing and the Need for Regulation and Deliber-
ation’ (2017) 10(2) Bioethica Forum p. 71; Sykora and Caplan, “The Council of Europe
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Against this background, the present dissertation inquires whether ethi-
cal concerns are and can legitimately be taken into account in reimburse-
ment and coverage decisions of different public healthcare systems. The
normative framework of the investigation follows from an analysis of the
question of the separation between ethics and the law, both from a descrip-
tive and a prescriptive point of view. From a legal-sociological angle, plur-
alism is a factual basis of modern societies. Starting from this assumption,
a legal-ethical perspective demands that, in a pluralistic society, only values
that are considered acceptable and relevant by virtually al members of
society can be a legitimate basis for legal regulations. Accordingly, the main
hypothesis that the state shall adopt a position of ethical neutrality will be
justified by reference to the legal and constitutional background. Adopting
a constitutional law approach, the state obligation of neutrality will be
traced back to its constitutional embedding in the different jurisdictions.

By conducting two case studies an in-depth appreciation will be gained
of the concrete mechanisms governing reimbursement decisions of ethically
controversial technologies. This case study approach offers insights into
the extent to which ethical concerns concretely played a role in relevant
decision making processes, concerning both the regulation and the public
funding of some of the most recently debated innovations in the field of
reproductive medicine and genetic technology.

The analysis of the case studies will be conducted from a variety of
angles. From an epistemological perspective, the aim will be to critically
compare the ethical patterns of argumentation with the legal-constitution-
al background, and their influences on the regulation of controversial
technologies in the public healthcare system. From the perspective of the
separation of powers, the interaction between the legislative, executive, and
judicial branches will be explored. This is complemented by a broader
institutional perspective, through which the interaction of state powers
with other entities including various stakeholders, civil society, ethics com-
mittees and other commissions will be observed. In doing so, the study
will take into account the different regulatory frameworks of the various
jurisdictions, such as the individual conceptions of constitution and state,
as well as the different models of healthcare systems.

Should not Reaffirm the Ban on Germline Genome Editing in Humans’ (2017) 18(11)
EMBO reports p. 1871.
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As mentioned above, progress in the fields of medicine and genetic tech-
nology can be considered emblematic of all ethical concerns in healthcare.
Therefore the chosen cases consist of innovative technologies intended to
prevent the birth of a child with specific genetic disorders or chromosomal
anomalies. Namely: preimplantation genetic diagnosis (PGD) and non-in-
vasive prenatal testing (NIPT).%6

Unlike classic IVF procedures these technologies do not simply aim to
satisfy the parents’ desire to have a child, but rather involve the selection
of embryos and foetuses that are not affected by severe health conditions.
This makes them more ethically controversial than IVF, as they are linked
to issues of eugenics and abortion. At the same time, as PGD is always per-
formed in conjunction with IVF, issues relating to fertility treatments more
generally will have to be addressed indirectly. The choice of conducting two
case studies follows from the need to address two equally relevant aspects
in the current investigation. The first is that ethical concerns may lead the
state to prohibit a health technology through the criminal law. This has the
effect that the technology will not be allowed into the public healthcare
system either. The second aspect is the decision on public financing. While
the first point is well illustrated by the PGD case, the second aspect is more
prominent in the case of NIPT.

The dissertation adopts a comparative method. The choice of this
method is partly motivated by the specific desire to learn how different
states deal with ethically controversial health technologies. Comparative
law serves to better grasp, understand and evaluate the law,%” both in terms
of its internal functional mechanisms and in terms of the role that the
legal system plays in democratic societies. Moreover, the added value of
a comparative study lies in the potential to reveal, through comparison
with other countries, ethical and religious influences on the law that might
otherwise remain concealed.

For the purposes of addressing the research question the comparative
method is instrumental for understanding how the relationship between
ethics and law is constructed from different constitutional premises. I
hypothesise that the principles of the constitutional order of different ju-
risdictions will provide an indication as to how the spheres of ethics and

66 For more details on the functioning of the two technologies, see Chapter 1, sec.
AL3b.

67 Zacher in Zacher and Schulte, Methodische Probleme des Sozialrechtsvergleichs: Col-
loquium der Projektgruppe fiir internationales und vergleichendes Sozialrecht der
Max-Planck-Gesellschaft (1977) p. 22.
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law should relate to each other. Constant progress in medical technology
enables us to understand and potentially influence biological processes to
an unprecedented extent, without social normative systems such as ethics,
morality or the law necessarily being able to keep pace with these innova-
tions. When deliberating on the use of and access to innovative health
technologies different value systems collide with each other. Disagreements
must ultimately be reconciled in a legally binding way to ensure the main-
tenance of a pluralist society. This resolution must balance patients’ auton-
omy and access to innovative technologies, as well as the right to health
and life respectively. The legal comparison will shed light on the ways in
which different jurisdictions, with different constitutional and institutional
settings, deal with the emergence of ethically controversial health technolo-
gies against the background of diverging and pluralist views.

It is the search for the functional equivalents that is at the core of
comparative legal research.®® Following the functional method, social law
is particularly well suited for comparative research, since it is often based
on specific social policies that address concrete social needs or objectives.®
The case of health is even more striking, as all states will be faced with
the emergence of the exact same technologies and will have to assess them
according to their own normative background. The strong interdependency
between the legal and political system within modern welfare states enables
the identification of functional equivalents within different legal orders:
while the objectives remain the same, the solutions to problems often
differ. The comparative perspective allows identifying those functional
equivalents, carving out the peculiarities of the respective social systems
and, what is more, determining the extent to which the differences between
the constitutional orders are effectively relevant in shaping positive law.”0
It is hypothesised that the way a public healthcare system is shaped and
regulated, together with its constitutional setting and the involvement of
different legal instruments and actors, can influence the space in which
ethical considerations can play a role in decisions on the public funding of
health technologies.

68 Zweigert and Kotz, Einfiihrung in die Rechtsvergleichung auf dem Gebiete des Priva-
trechts (3rd edn 1996) pp. 33-ff; Michaels in Reimann, Zimmermann and Michaels,
The Oxford Handbook of Comparative Law (2006) pp. 340-ff.

69 Becker in Becker, Rechtsdogmatik und Rechtsvergleich im Sozialrecht I (2010) p. 21.

70 ibid, p. 22.
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If these hypotheses are correct, then the comparative analysis, by follow-
ing the perspectives mentioned above, should be able to identify which
elements can legitimately contribute to deliberations dealing with ethical
concerns in healthcare. The capability of legal systems to preserve pluralism
by adopting a position of ethical neutrality, which will be developed in
the theoretical chapter, is intended both as a measure of legitimacy and a
standard of comparison.”!

In addition the thesis will provide historical insights on how the current
national rules came to being, bearing in mind that health law constantly
develops against the background of emerging health technologies.”

Every comparison demands selecting jurisdictions with “wise restraint™”?
and with a view to addressing the research question. With these purposes in
mind, the jurisdictions chosen for the comparison are Germany, Italy and
England. Since health is a devolved matter and each country in the United
Kingdom has an independent publicly funded national health service, the
chosen jurisdiction is England and not the entire UK. However, some
constitutional considerations apply to the United Kingdom as a whole. For
this reason, the dissertation will refer to the UK where most appropriate
while keeping in mind that the investigation of the case studies remains
focused on the English National Health Service (NHS).

The country selection was based on several considerations. First of all,
the pool of legal systems has been limited to European countries. This is, on
the one hand, because of their common tradition of gradual emancipation
of law from religion™ which resulted in the development of a theory of
separation of law and ethics that will form the theoretical background for
this research. This thesis seeks to investigate both the differences and com-
monalities amongst constitutional orders that strive, to varying degrees,
to ensure that legal and constitutional values are determined and pursued
independently, without reference to particular religious beliefs. On the
other hand, the existence of a publicly funded healthcare system covering

71 Michaels in Reimann, Zimmermann and Michaels, The Oxford Handbook of Com-
parative Law (2006) pp. 372-ff.

72 On social law as a developing subject, see Zacher in Zacher and Schulte, Methodische
Probleme des Sozialrechtsvergleichs (1977) pp. 66-t.

73 Zweigert and Kotz, Einfiihrung in die Rechtsvergleichung auf dem Gebiete des Pri-
vatrechts (1996) p. 40 (author’s translation). See also Constantinesco, Rechtsvergle-
ichung: Band 2: Die rechtsvergleichende Methode (1972) p. 49.

74 Bockenforde in Bockenforde, Recht, Staat, Freiheit: Studien zur Rechtsphilosophie,
Staatstheorie und Verfassungsgeschichte (2006).
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the majority of the population was considered a necessary requirement for
establishing relevancy to the investigation. States based to a large extent
on private health insurances were excluded on this account. The three
selected jurisdictions all offer publicly funded universal healthcare. In Italy
and England, the National Health Service offers universal healthcare free
of charge to all residents.” In Germany, although the healthcare system is
characterised by a coexistence of private and public insurance, around 90%
of the population is covered by the public statutory health insurance.”®
Membership in the statutory health insurance is generally compulsory, with
the exceptions listed in § 6 SGB V. Individuals who are not compulsorily
insured in this system, however, have an obligation to stipulate an insurance
with a private health insurance fund.”” Civil servants fall under a particular
regime and are therefore also listed in the category of subjects who are not
mandatorily insured.

Secondly, jurisdictions have been selected according to their different
legal and constitutional understanding of the right to health and of the
concepts of illness and medical treatment. Here, the hypothesis is that the
notions of illness or health might have an influence on the kind of health
services that fall within the scope of the public healthcare system, and can
thus be included in its benefit basket. The legal understanding of the right
to health or physical integrity is supposed to be relevant in determining the
individual’s entitlement to health services.

Both Italy and Germany adopt a very substantial, albeit partially differ-
ent, concept of the right to health. In Germany, Article 2(2) of the Basic
Law protects the right to life and physical integrity. However, a fundamen-
tal right to claim access to healthcare benefits is not encompassed by this
Article.”8 The Basic Law thus leaves a wide margin of appreciation to the

75 For England, see the National Health Service Act 2006 sec. 1. The Italian National
Health Service was established in 1978 by Law no. 833/1978, which replaced the
previously existing insurance-based system.

76 Data for 2021 available at Bundesministerium fiir Gesundheit, ‘Daten des Gesund-
heitswesens 2021" <https://www.bundesgesundheitsministerium.de/fileadmin/Datei
en/5_Publikationen/Gesundheit/Broschueren/220125_BMG_DdGW_2021_bf.pdf>
accessed 25.4.2022.

77 §193(3) German Insurance Contract Act (Versicherungsvertragsgesetz, VVG).

78 Nonetheless, some obligations derive for the legislature by the principle of the social
state enshrined in Article 20 of the Basic Law. See Steiner in Spickhoff, Medizinrecht
(3rd edn 2018) para. 16; Di Fabio in Dirig, Herzog and Scholz, Grundgesetz: Kom-
mentar (2021) para. 94.

44



https://www.bundesgesundheitsministerium.de/fileadmin/Dateien/5_Publikationen/Gesundheit/Broschueren/220125_BMG_DdGW_2021_bf.pdf
https://www.bundesgesundheitsministerium.de/fileadmin/Dateien/5_Publikationen/Gesundheit/Broschueren/220125_BMG_DdGW_2021_bf.pdf
https://doi.org/10.5771/9783748918912
https://www.inlibra.com/de/agb
https://creativecommons.org/licenses/by/4.0/
https://www.bundesgesundheitsministerium.de/fileadmin/Dateien/5_Publikationen/Gesundheit/Broschueren/220125_BMG_DdGW_2021_bf.pdf
https://www.bundesgesundheitsministerium.de/fileadmin/Dateien/5_Publikationen/Gesundheit/Broschueren/220125_BMG_DdGW_2021_bf.pdf

Introduction

legislature.” Very narrow exceptions to this have been developed by the
case law of the Federal Constitutional Court for the medical treatment of
life threatening diseases.®9 Legal scholars have also pointed out that the
broad definition of health endorsed by the World Health Organisation
(WHO)? does not fall within the scope of Article 2(2) of the Basic Law.®?

In Italy, Article 32 of the Constitution provides the protection of health as
a fundamental right of the individual. Unlike in Germany, this constitution-
al provision also covers the social aspect of the right to healthcare. The con-
stitutional definition of health is repeated in Article 1 of Law no. 833/1978
establishing the National Health Service. Moreover, unlike Germany, Italy
openly endorses the broad WHO definition of health.®3 As the case studies
will show, due to influential interpretations in the legal scholarship and
the jurisprudence of the Italian Constitutional Court, the protection of the
right to health has proven of great importance in the Italian constitutional
order.

In England, on the contrary, patients’ rights to healthcare services are
mainly procedural.3* While patients do not usually have the right to claim
a specific health service from the NHS, they are able to hold NHS bodies
accountable for following certain procedural standards that can be checked
via judicial review.

79 Steiner in Spickhoff, Medizinrecht (2018) para. 16.

80 BVerfG, 6.12.2005 - 1 BvR 347/98 (BVerfGE 115, 25) so-called ‘Nikolaus’ decision. See,
inter alia, Kingreen, ‘Verfassungsrechtliche Grenzen der Rechtsetzungsbefugnis des
Gemeinsamen Bundesausschusses im Gesundheitsrecht’ (2006) 59(13) NJW p. 877;
Huster, Anmerkung: BVerfG, Beschluss v. 6. 12. 2005 - 1 BvR 347/98 (2006) 61(9)
JZ p. 466; Becker in Steiner and others, Nach geltendem Verfassungsrecht: Festschrift
fiir Udo Steiner zum 70. Geburtstag (2009); Steiner in Spickhoff, Medizinrecht (2018)
para.17.

81 According to which “health is a state of complete physical, mental and social well-be-
ing and not merely the absence of disease or infirmity”, see Preamble to the Constitu-
tion of WHO, as adopted by the International Health Conference, New York, 19 June
- 22 July 1946, available at World Health Organization, ‘Basic Documents’ (2020), p. 1.
<https://appswho.int/gb/bd/pdf_files/BD_49th-en.pdf> accessed 25.4.2022

82 Rauschning, ‘Staatsaufgabe Umweltschutz’ [1979](38) VVDStRL p. 168, 179; Starck
in Mangoldt, Klein and Starck, Grundgesetz: Kommentar (7th edn 2018) para. 193;
Kédmmerer and Kunig in Miinch and Kunig, Grundgesetz: Kommentar (7th edn 2021)
para. 116; Rixen in Sachs, Grundgesetz: Kommentar (9th edn 2021) para. 150.

83 Formally transposed into the Italian legal system with the legislative decree no. 1086
of 4 March 1947. More on the Italian constitutional concept of health in Chapter 1,
sec. BII.2.a.

84 See Newdick in Nagel and Lauerer, Prioritization in Medicine: An International
Dialogue (2016) pp.124-f; Lock and Gibbs, NHS Law and Practice (2018) p. 317.
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Thirdly, countries have been selected according to how ‘restrictive’ or
‘permissive’ their legislation on ethically controversial healthcare services
tends to be, especially in the field of reproductive technologies. This, ad-
mittedly approximate, distinction offers another indication for the ethical
background of the countries and their attitude towards ethical concerns
in healthcare. The hypotheses about the legislative tendencies in the three
jurisdictions will be verified in the case studies. As a first assessment it
can be noted that Germany has adopted legislation which is especially
protective of the human embryo.8> A precautionary attitude in the field of
reproductive medicine likely results from the paramount importance of the
inviolable right to human dignity in the Basic Law. Italy also tends to have
a particularly restrictive regulation, given its broadly Catholic background
and the influence this manages to exert on politics.8¢ In contrast, England
has proven to be a leading pioneer in fertility treatments and embryo
research. Both the first IVF baby®” and the first child conceived using IVF
combined with PGD were born in England,?® marking milestones in the
field of reproductive medicine.

A shared touchstone that illustrates these distinctions is proved by the
different attitudes shown by the three states in drafting and adopting the
1997 Oviedo Convention of the Council of Europe on Human Rights and
Biomedicine. In particular, Germany and the United Kingdom adopted
diametrically opposed positions regarding ethical questions linked to the
issues addressed by the Convention.®® Both countries refused to sign the
document, albeit based on opposite objections. While the Convention was

85 The regulation of fertility treatment is indeed contained in a Law titled “Embryo
Protection Act” (Embryonenschutzgesetz). See Chapter 2, sec. A.LL

86 See the influence of the Catholic Church on the approval of Law no. 40/2004 and
following referendum. More on this in Chapter 2, sec. B.I.1.

87 Louise Brown was born in Lancashire, see Dow, ‘Looking into the Test Tube’ (2019)
63(2) Med Hist p. 189, 192.

88 The first PGD procedure resulted in healthy pregnancies were conducted in London
in 1990, see Handyside and others, ‘Pregnancies from Biopsied Human Preimplanta-
tion Embryos Sexed by Y-specific DNA Amplification’ (1990) 344(6268) Nature p.
768.

89 Convention for the Protection of Human Rights and Dignity of the Human Being
with regard to the Application of Biology and Medicine: Convention on Human
Rights and Biomedicine (ETS No 164).

90 Council of Europe, Steering Committee on Bioethics, ‘Preparatory Work on the
Convention on Human Rights and Biomedicine’ (Strasbourg 28.6.2000) CDBI/INF
(2000) 1 <https://www.coe.int/t/dg3/healthbioethic/texts_and_documents/CDBI-IN
F%282000%291PrepConv.pdf> accessed 25.4.2022
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considered too ‘permissive’ by the German representatives, the British
delegation deemed it excessively restrictive on the freedom of research.”!
The analysis of the travaux préparatoires reveals that Germany was of the
opinion that “in some areas [...] such as embryo protection [...] German law
ensures a higher standard” than the Convention.®? Italy, on the other hand,
has signed and (almost) ratified the Convention.”

Finally, countries were chosen in which the legislative and societal de-
bates on the technologies adopted as case studies here varied in scope and
intensity. Public debates, or the absence of them, may offer insights into
the perception of the community and the legislature towards coverage and
reimbursement decisions of ethically controversial health technologies.

For these reasons, the three chosen jurisdictions offer a good variety
of institutional and normative frameworks surrounding the protection of
health and the regulation of access to reproductive technologies. At the
same time comparability is ensured, both due to the common European
context and through a shared understanding on the separation of ethics and
law.

4. Overview of the Structure

In the first chapter, the relationship between ethics and the law is illustrated
in both a descriptive and a normative way. Selecting the principle of the
state’s ethical neutrality as a normative criterion is explained and justified
through a legal theoretical and a constitutional reflection. In doing so

91 Wachter, ‘The European Convention on Bioethics’ (1997) 27(1) Hastings Cent Rep p.
13; Raposo and Osuna in Beran, Legal and Forensic Medicine (2013) pp. 1406-ff.

92 Council of Europe, Steering Committee on Bioethics, ‘Preparatory Work on the
Convention on Human Rights and Biomedicine’, Strasbourg 28.6.2000 CDBI/INF
(2000) 1, p. 136. See also Schulze-Fielitz in Dreier, Grundgesetz: Kommentar (3rd edn
2013) para. 8.

93 The Convention was indeed ratified with law no. 145/2001, but has not yet deposit-
ed the instrument of ratification. Therefore, it does not appear on the Council of
Europe’s list of countries that have ratified the Convention, available at <https://w
ww.coe.int/en/web/conventions/full-list?module=signatures-by-treaty&treatynu
m=164>, accessed 24.4.2022. This omission has no apparent reason. On this point,
see Penasa, Alla ricerca dell'anello mancante: il deposito dello strumento di ratifica
della Convenzione di Oviedo’ (2007) Forum di Quaderni Costituzionali <https://ww
w.forumcostituzionale.it/wordpress/images/stories/pdf/documenti_forum/paper/00
07_penasa.pdf> accessed 25.4.2022; Goffin and others, ‘Why eight EU Member States
Signed, but Not Yet Ratified the Convention for Human Rights and Biomedicine’
(2008) 86(2-3) Health Policy p. 222, 225-226.
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the chapter examines whether this principle has a more limited scope of
application in an area of state action, such as the implementation of the
positive dimension of the right to healthcare, which is characterised by a
broad degree of discretion.

Chapter 2 and 3 contain the investigation of the processes that accom-
panied the implementation of PGD and NIPT in the public healthcare
systems of the selected countries. These chapters offer insights into the role
that the ethical and religious factors played in the regulation as well as
in the reimbursement and coverage decisions on the chosen technologies.
Moreover, the instruments used for regulation are assessed and categorised
into substantial and procedural tools. The involvement of different actors is
carefully evaluated.

The resulting reflections will converge in the concluding analysis, which
combines the outcome of the case studies with the normative background
and considers whether the current situation in the three countries is com-
patible with a state obligation of neutrality of justification. The conclusions
look at the different factors that have amplified or limited the room for
the consideration of ethical concerns in the different countries. A final as-
sessment is made regarding the legitimacy of considering ethical concerns
in public funding decisions on health technologies. The conclusions are
accompanied by some observations on how to improve the ways of coping
with ethically controversial technologies in an ethically neutral state.
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Chapter 1: Theoretical and Constitutional Foundations

A. Theoretical Foundations
I. Ethically Controversial Health Technologies

1. Health Technologies and Ethical Pluralism

By using the term ‘ethics’ I refer to the philosophical reflection that subjects
human behaviour to normative and evaluative assessments** and elaborates
criteria for the evaluation of moral behaviour.®> In other words, I shall
consider ethics to be a discipline that conducts a methodical reflection of
morality,”® aiming at the development and justification of criteria to be
adopted in order to pursue the moral good.””

As a subject of ethical reflection, morality can be understood as individ-
ual morality, formed by moral personal inner convictions that guide the
individual’s behaviour, as well as a societal morality, consisting in non-legal
and non-conventional moral rules of behaviour followed by a spatio-tem-
porally defined community.®® In both cases there are several moral options:
on the one hand, different moral norms are valid in different communities
and, on the other hand, every individual has a different conception of the
moral good.” The same ethical problem may encounter different solutions
depending on the ethical perspective that is assumed.

Hence, thinking in terms of moral philosophy, ethical concerns in the
field of health technologies arise whenever the development of a new health
technology implies uncertainty regarding the possibility of using it whilst

94 Diuwell, Hibenthal and Werner, Handbuch Ethik (2011) p. 1.

95 Voneky, Recht, Moral und Ethik (2010) p. 26.

96 Spranger, Recht und Bioethik (2010) p. 31.

97 According to this definition, moral questions form the object of ethical reflection. No
further clarification shall be given here on the difference between the concepts of
ethics and morality, which will both appear in the thesis and be employed depending
on the context.

98 Voneky, Recht, Moral und Ethik (2010) p. 25.

99 Diuwell, Hibenthal and Werner, Handbuch Ethik (2011) p. 1 refer to a “plurality of
different, often contradictory concepts of the good” (author’s translation).
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behaving according to moral standards.° In other words, ethical concerns
stem from the fact that the existence of a given technology or a certain use
of it might jeopardise the pursuit of the moral good.

In a pluralist society, however, there is hardly a widely shared definition
of the moral good in the field of healthcare. Medical innovation and tech-
nological progress have contributed to increasingly widen the range of
possible choices that each individual can make in relation to health issues.
What once had to be accepted as fact, such as the birth of a genetically
affected child, now becomes a choice thanks to the advancements in the
field of medically assisted reproduction and prenatal diagnosis.!!

Confronted with such possibilities, each individual tends to follow differ-
ent personal moral and ethical criteria in making decisions pertaining to
the particular relationship they have with their own body and health.!%? In
this regard, a broader spectrum for individual choice brings about more
opportunities for adopting divergent ethical criteria for moral behaviour.

The existence of different perspectives on morally correct behaviour
stems from the assumption of different ideological or religious views,!03
resulting in the lack of consensus on even fundamental concepts, such as
the concept of the person, the right to life or dignity.!%4

Against this background, societies become more pluralistic and accord-
ingly face relevant challenges in the regulation of the field of healthcare.
The achievement of a democratic consensus is particularly difficult in an
area where the assessment of the correct behaviour depends primarily on
the individual choice of ethical standards.1%

The English legal scholar Roger Brownsword has exemplified this ethical
pluralism in a model he refers to as the “bioethical triangle”.1% According to
this model the use of a certain health technology will be assessed differently
by individuals endorsing a utilitarian, human rights or dignitarian perspec-
tive. Under the utilitarian approach the moral goal of behaviour is always

100 Here the definition of health technology is intended to be a rather comprehensive
one, see fn. 1.

101 Piciocchi, ‘Bioethics and Law: Between Values and Rules’ (2005) 12(2) IJGLS p. 471.

102 Huster in Albers, Bioethik, Biorecht, Biopolitik (2016) pp. 59-60.

103 ibid, pp. 59-ff.

104 Taupitz in Schliesky, Ernst and Schulz, Die Freiheit des Menschen in Kommune,
Staat und Europa (2011) p. 836.

105 Hagedorn, Legitime Strategien der Dissensbewidltigung in demokratischen Staaten
(2013) p. 2.

106 Brownsword, Rights, Regulation, and the Technological Revolution (2008) p. 32.
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the “maximization of utility and the minimization of disutility”.!” By con-
trast, advocates of a human rights perspective will always refuse to sacrifice
the human rights of a single individual for a greater utility.!%® As for the
dignitarian approach, this refuses any health technology that is potentially
compromising human dignity.!% These different sets of behavioural moral
norms are respectively grounded in a teleological, rights-driven or duty-
driven ethical framework.!"

Although this is only a model,'! and the different ethical perspectives in
society are much more varied and highly dependent on sets of standards
adhered to by each individual,"? it gives some insight into the various
possible perspectives that can be adopted in response to the emergence of
a new health technology. It helps one understand how, when confronted
with the question on whether a new health technology can be used in a
manner that is compatible with morality, different ethical perspectives will
recommend following diverse criteria for correct moral behaviour.® They
will lead to completely different results depending on the different basis on
which their moral norms are grounded.!*

Such pluralism is further accentuated by the existence of different reli-
gious approaches. In particular, the Catholic perspective has had a major
influence on the development of bioethics!™® and still plays a relevant role
in the bioethical discussion within the countries belonging to the Western
legal tradition.

The Catholic view on moral decision-making perpetuates the idea that
some principles are absolute. The fundamental value of Catholic bioethics
in the field of reproductive technologies is the sanctity of human life, which

107 ibid, p. 37.

108 ibid, pp. 37-38.

109 ibid, p. 39.

110 ibid, p. 35.

111 Or a “matrix”, Brownsword, Rights, Regulation, and the Technological Revolution
(2008) p. 32.

112 ibid.

113 For an effective exemplification of the criteria of moral behaviour followed by the
different ethical approaches, see Graf, Ethik und Moral im Grundgesetz. Grenzen der
Moralisierung des Verfassungsrechts (2017) p. 53.

114 Rostalski, Das Natiirlichkeitsargument bei biotechnologischen MafSnahmen (2019) p.
25.

115 See Harvey in Garrett, Jotterand and Ralston, The Development of Bioethics in the
United States (2013) who highlights “the central place played by Roman Catholic
institutions in the genesis of bioethics”, p. 37.
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is deemed to start at the moment of conception.!'® Moreover, respect for
the person requires that the child be granted an own identity and personal
development, achieved through the secure relationship established within a
family founded on marriage.!'” In this sense the Catholic approach has its
own interpretation of the moral good and one that is primarily based on
inviolable dogmas.

As ethical dilemmas might stem both from following religious dogmas
and from reflective ethical thinking,"® religious concerns regarding a cer-
tain health technology also fall within the definition of ‘ethical concerns’
used in this thesis.

2. The Bioethical Approach

Some attempts have been made to draw up universally acceptable princi-
ples of ethics in the healthcare field, resulting in the recently developed
discipline of bioethics.!’

116 Magill in Have and Gordijn, Handbook of Global Bioethics (2014) p. 361.

117 According to the Congregation for the Doctrine of the Faith’s Instruction on Re-
spect for Human Life in Its Origin and on The Dignity of Procreation, “[t]he
fundamental values connected with the techniques of artificial human procreation
are two: the life of the human being called into existence and the special nature of
the transmission of human life in marriage”, Ratzinger and Bovone, ‘Congregation
for the Doctrine of the Faith: Instruction on Respect for Human Life in its Origin
and on the Dignity of Procreation Replies to Certain Questions of the Day Vatican
City 1987’ (2018) 54(2) The Linacre Quarterly p. 24, 28.

118 “Bioethical and philosophical thinking rests on assumptions, some of which are
tacit, and thus also rely to some extent on a type of faith or faiths and are not
fully objective or ‘rational’. Similarly, religious reasoning has its own rationales
based on its own differing assumptions about the nature of the world and of
what it means to be human [...] There are other parallels in the way that religious
and bioethical moral reasoning occur. They both try to organise and characterise
consistent, coherent, and important values, and prescribe how to address situations
when these values are in tension, they both refer to key texts/ scripts, wise authority
figures, practice-based cases, reason, and established traditions of thought and
doctrine”, Liddell and Ravenscroft in Berg, Cholij and Ravenscroft, Patents on Life
(2019) p. 29.

119 The term ‘bioethics’ has been attributed to the oncologist Van Rensselaer Potter,
who first used the word in an article published in 1970, Potter, ‘Bioethics, the
Science of Survival’ (1970) 14(1) Perspectives in Biology and Medicine p. 127. With
a view to the future of the human species and, in particular, to the prevention of
ecological disasters, Potter proposed to build a new “science of survival” that would
combine the science of living systems (“bio”) and the knowledge of human value
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The most influential approach in bioethics is the so-called princi-
ple-based approach. This became widespread with the publication of
Beauchamp and Childress’ Principles of Biomedical Ethics in 1979 and can
be said to be the currently prevailing theory.!? The normative framework
developed by the two authors is based on the four principles of autonomy,
beneficence, non-maleficence and justice.””! The first principle means that
the autonomous choices of individuals must be respected.’?> The moral
obligations resulting from it include: empowering the decision making of
the patient, providing full information and making sure that they have a
full understanding of the situation.!?* The principle of beneficence involves
the obligation to promote the welfare of — and provide benefits to — both
individual patients and society in general. Some of the rules of beneficence
consist in: protecting the rights of others, removing potential harms to
others and helping people with disabilities.””* Moreover, the obligation to
act for the benefit of other individuals requires balancing the benefits of
a treatment with its risks and harms. An obligation to do no harm is em-
bodied by the principle of non-maleficence, according to which all actions
that cause unnecessary and unjustifiable harm shall be avoided.!?> The

systems (“ethics”). In his opinion, due to the recent developments in ecology, a
study of behaviour according to moral standards could no longer go without an
understanding of biological facts, see Potter, Bioethics: Bridge to the Future (1971).
The term was proposed by André Hellegers, an obstetrician with a strong catholic
background who, in October 1971, founded the Kennedy Institute for the Study of
Human Reproduction and Bioethics, see Harvey in Garrett, Jotterand and Ralston,
The Development of Bioethics in the United States (2013). According to Hellegers and
his founding associates, bioethics should have involved the reasoning on the resol-
ution of moral conflicts in the practice of medicine, see Rosenfeld and Sajé, The
Oxford Handbook of Comparative Constitutional Law (2012); Harvey in Garrett,
Jotterand and Ralston, The Development of Bioethics in the United States (2013). This
last understanding of the concept has proved successful and is nowadays dominant.

120 Nowadays the principle-based approach is most frequently used in bioethical dis-
courses and education, and Principles of Biomedical Ethics has now reached its 8th
edition, Beauchamp and Childress, Principles of Biomedical Ethics (8th edn 2019).

121 Beauchamp and Childress, Principles of Biomedical Ethics (1979).

122 ibid, p. 56: “Autonomy is a form of personal liberty of action where the individual
determines his or her own course of action in accordance with a plan chosen by
himself or herself”.

123 ibid, pp. 56-ff.

124 ibid, pp. 135-ff.

125 In the words of Childress and Beauchamp, the principle of non-maleficence re-
quires “intentional avoidance of actions that cause harm”, Beauchamp and Chil-
dress, Principles of Biomedical Ethics (1979) pp. 97-ff.
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principle covers “both intentional harm and the risk of harm”.1¢ Last but
not least, the principle of justice requires: a fair distribution of benefits and
costs in society, the avoidance of unfair discrimination and prejudice, equal
treatment of people, and the provision of fair opportunities and fairness in
biomedical research.!?”

The resolution of practical moral questions within this framework re-
quires deriving concrete rules from it.128 These rules of action for the
concrete case stem from an interpretation, application, balancing and speci-
fication of the four major principles.!?

The bioethical approach does not resolve pluralism precisely because
the controversies lie in the way its principles are interpreted, applied and
balanced. Each individual will give a different answer on how the conflicts
between the various principles should be resolved. This is exacerbated by
the fact that individuals subscribing to a religious ethic largely operate with
principles that cannot be balanced. The same holds true for the dignitarian
perspective, whereby the principle of human dignity cannot be balanced.
As we shall see in the next section, it is also debatable to which entities
these principles should be applied.

Therefore, even if a democratic society reaches an agreement on a set of
widely shared moral principles, there will always be room for a ‘reasonable
pluralism’.130

126 ibid, p. 99.

127 ibid, p. 168-ff.

128 Childress in Kuhse and Singer, A Companion to Bioethics (2nd edn 2009) pp. 69-ft.

129 Richardson, ‘Specifying, Balancing, and Interpreting Bioethical Principles’ (2000)
25(3) J Med Philos p. 285, 258-307. In this sense, the perspective of the princi-
ple-based approach structures the bioethical reasoning around categories that are
comparable to those of legal theory. Within this approach, the notion of ethical
concerns implies the emergence of fields of tension between the different bioethical
principles at stake.

130 Brownsword, ‘Regulating The Life Sciences, Pluralism And The Limits Of Deliber-
ative Democracy’ [2010](22) SAcL] p. 801, 819.
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3. Ethical Concerns in the Field of Reproductive Technologies

a What is Special about Reproductive Technologies: The Question of Moral
Status and Personhood

The field of reproductive technologies is emblematic of the ethical concerns
in healthcare. A special feature of this area is that, even if agreement could
be reached on a set of bioethical principles, there would still be fundamen-
tal disagreement surrounding the human entities that could be said to be
under their protective umbrella.®! In particular, there is no agreement on
the moral personhood of the foetus, the embryo and future generations. It
is discussed whether and to what extent an infringement of the moral good
to the detriment of those entities would constitute an ethical concern.

A clear definition of the scope of the concept of moral personhood would
be required to assess whether future individuals have a morally relevant sta-
tus.32 Nevertheless, the precise moment when personhood begins cannot
be determined on the basis of clear scientific criteria.!® First of all, the
development of a person consists in a continuous process. Starting with
a fertilised egg, this process involves the formation of a biological entity
constituted by a group of cells, the embryo, which will grow into a foetus
and then develop to become a baby. Within this framework, it could be said
that personhood does not start at a given moment but, quite the opposite, is
a matter of degree.1>

Hence, defining the concept of personhood is a matter of choice rather
than a biological classification and the criteria given by different scholars
to establish the existence of a moral status are, indeed, based on moral

131 Warren, Moral Status: Obligations to Persons and Other Living Things (2000).

132 Tooley in Kuhse and Singer, A Companion to Bioethics (2009) p. 138.

133 As shown by the “almost total absence of attempts to demonstrate a strictly scientif-
ic basis for determining when personhood begins”, Macklin, ‘Personhood in the
Bioethics Literature’ (1983) 61(1) The Milbank Memorial Fund Quarterly Health and
Society p. 35, 38.

134 “[H]uman embryos before implantation (‘potential life’) are rudimentary in devel-
opment and thus have a relatively low moral status and limited rights compared
with a fetus at 12 weeks of gestation (‘developing life’). In the same way, the fetus
does not assume the highest moral (and legal) status until delivery or at least
viability (‘developed life’)”, El-Toukhy, Williams and Braude, “The Ethics of Preim-
plantation Genetic Diagnosis’ (2008) 10(1) The Obstetrician & Gynaecologist p. 49,
50.
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decisions.!*> Some suggested criteria include neurological conditions, such
as self-consciousness, self-awareness, minimum intelligence and commu-
nication, but also criteria linked to: fertilisation, the completion of the
formation of the zygote, the implantation process, viability and birth.!3¢
In addition, the criterion of potentiality may be taken into consideration,
meaning that an entity that cannot be called a person yet could still be
considered as having equal moral status, and therefore fall under the pro-
tection offered by the principles of bioethics, on account of its potentiality
to become one.’¥’

Some of the ethical concerns associated with in vitro fertilisation tech-
niques are derived from the assumption that the separation of sex and
reproduction should be prohibited.!*® This is especially true from the per-
spective of Catholic bioethics, whereby the use of artificial reproductive
techniques violates the dignity of marriage and human procreation.!*
Finally, when it comes to heterologous reproduction - involving a third
gamete donor - the autonomy of the child might also be in jeopardy, given
that the donor’s claim to anonymity might compromise the child’s ability to
know his or her origin and therefore develop his or her personal identity.

135 “In other words, the question “What is a person?” concerns not a scientific classi-
fication but rather a moral classification. The question turns out to be a moral
question in disguise”, Evans in Have and Gordijn, Bioethics in a European Perspec-
tive (2001) p. 152.

136 Macklin, ‘Personhood in the Bioethics Literature’ (1983) 61(1) The Milbank Me-
morial Fund Quarterly Health and Society p. 35; Tooley in Kuhse and Singer,
A Companion to Bioethics (2009); Spagnolo, ‘Personhood: Order and Border of
Bioethics’ (2012) 10(3) J Med Pers p. 99; Karbarz in Soniewicka, The Ethics of
Reproductive Genetics (2018).

137 Tooley in Kuhse and Singer, A Companion to Bioethics (2009) p. 135.

138 Purdy in Kuhse and Singer, A Companion to Bioethics (2nd edn 2009) p. 179.

139 “[Alttempts or hypotheses for obtaining a human being without any connection
with sexuality [...] are to be considered contrary to the moral law, since they are in
opposition to the dignity both of human procreation and of the conjugal union”,
Ratzinger and Bovone, ‘Congregation for the Doctrine of the Faith’ (2018) 54(2) The
Linacre Quarterly p. 24, 34.
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A. Theoretical Foundations
b Preimplantation Genetic Diagnosis and Non-invasive Prenatal Testing
i. Admissibility

Innovation in the field of prenatal and preimplantation diagnosis enables
couples to make use of increasingly sophisticated methods to prevent the
birth of a child affected by severe genetic or chromosomal conditions.

When carrying out an in vitro fertilisation procedure, preimplantation
genetic diagnosis (PGD) can be conducted to detect embryos carrying spe-
cific severe genetic disorders, such as cystic fibrosis or Huntington’s disease.
This technique, developed in 1990,140 is usually sought by fertile or infertile
couples in which one or both members are carriers of a serious genetic
condition and are at substantial risk of transmitting it to their offspring.'4!
The embryos diagnosed as having the condition are then discarded for
implantation in the uterus.

Non-invasive prenatal testing (NIPT) can be used in case of an already
started pregnancy to test the foetus for common chromosome aneuploidies,
such as trisomy 13, 18 and 21.12 Until recently such tests could be performed
either via non-invasive screening procedures, such as the combined test, or
via invasive diagnostic techniques, namely amniocentesis or chorionic vil-
lus sampling. The latter options involve removing samples from the uterus
or the placenta. They provide very accurate diagnostic results but can be
uncomfortable for the patient and entail a risk of miscarriage.'*> Non-inva-
sive screening is not risky but provides less accurate and non-diagnostic
results. Against this background the development of non-invasive prenatal
testing techniques analysing fetal DNA circulating in the maternal blood

140 Handyside and others, ‘Pregnancies from Biopsied Human Preimplantation Em-
bryos Sexed by Y-specific DNA Amplification’ (1990) 344(6268) Nature p. 768.

141 Braude and others, ‘Preimplantation Genetic Diagnosis’ (2002) 3(12) Nat Rev Genet
p- 941

142 NIPT can also be for the detection of other conditions, such as single gene dis-
orders, as well as for identifying a Rhesus-positive foetus, see Drury, Hill and
Chitty, ‘Recent Developments in Non-Invasive Prenatal Diagnosis and Testing’
(2014) 25(3-4) Fet Matern Med Rev p. 295, 289-299. However, the thesis will focus
on NIPT for the detection of chromosomal aneuploidies, in particular trisomy 13, 18
and 21

143 Although this risk is very limited - and calculated on average around 0.35%, see
Beta and others, ‘Risk of Miscarriage Following Amniocentesis and Chorionic Villus
Sampling: A Systematic Review of the Literature’ (2018) 70(2) Minerva Obstet
Gynecol p. 215 - it remains a chance that no future parent takes lightly.
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(so-called cff-DNA)"* is a considerable improvement.*> This procedure
provides more accurate results than other non-invasive tests and, as it only
requires a simple blood test of the mother, it does not carry any risk of
miscarriage.46

However, the ethical desirability of both PGD and NIPT has been ques-
tioned. On the one hand, medical progress in this field strengthens the
reproductive autonomy of the woman'¥” and the couple, enabling them to
decide on the pregnancy whilst having knowledge of the future child’s state
of health."*® On the other hand, both procedures are likely to bring about
the destruction of one or several entities, be it the discarded embryos or the
genetically affected foetus. For this and other reasons the development and
use of these testing procedures raises several ethical concerns.

Some preliminary observations should be borne in mind. First of all it is
clear that, to a certain extent, the acceptability of those techniques depends
primarily on how we assess the moral status of the two entities at stake:
the embryo and the foetus. An alleged violation of the obligation to do no
harm, for instance, can only be established if directed towards entities that
fall under the protective umbrella of the principle of non-maleficence.

In both cases the assessment of the bioethical question might be influ-
enced by the kind of condition being tested. Discarding an embryo or
aborting a foetus because of the discovery of a serious medical condition or

144 The discovery of circulating fetal DNA in maternal blood dates back to 1997, Lo
and others, ‘Presence of fetal DNA in maternal plasma and serum’ (1997) 350(9076)
Lancet p. 485. Based on this, the first NIPTs were commercialised in Europe
starting in 2011.

145 See inter alia Rolfes in Jox, Marckmann and Rauprich, Vom Konflikt zur Lésung
(2016) p. 316; Drury, Hill and Chitty, ‘Recent Developments in Non-Invasive Pren-
atal Diagnosis and Testing’ (2014) 25(3-4) Fet Matern Med Rev p. 295; Perrot
and Horn, “The Ethical Landscape(s) of Non-invasive Prenatal Testing in England,
France and Germany: Findings from a Comparative Literature Review’ (2022) 30
Eur ] Hum Genet p. 676.

146 Drury, Hill and Chitty, ‘Recent Developments in Non-Invasive Prenatal Diagnosis
and Testing’ (2014) 25(3-4) Fet Matern Med Rev p. 295, 295.

147 In the rest of the thesis, I will mainly refer to the person bearing a foetus in their
womb as “woman” or “mother”. The use of the term “woman” does not intend to
exclude the possibility that transgender men or non-binary people might also be
pregnant or wish to get pregnant. The definition of a woman or mother in this
thesis, therefore, includes any person who is capable of bearing a child.

148 For a general discussion on reproductive autonomy and conflicts between mother
and foetus, see Steinbock in Kuhse and Singer, A Companion to Bioethics (2nd edn
2009) and Warren, Moral Status (2000).
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because of a mere susceptibility to a disease have a different relevance in the
balancing of ethical principles.'*

Even when only used for severe medical conditions, it is feared that the
possibility to select healthy children will lead to attitudes of discrimination
and stigmatisation against people with disability or parents who conscious-
ly decide to give birth to a disabled child.”®® This increasing selection
of healthy individuals could allegedly bring about eugenic attitudes and
infringe the principle of human dignity for embryos and foetuses.”! In the
case of the NIPT it is argued that this danger would be especially high, for
the safety of the test could lead to an overall increase in screening requests,
which would eventually result in a higher abortion rate.!>> A possible rise
in the number of abortions is considered not only undesirable as such,
but also because it diminishes the number of people with disabilities in
the community, thus making it less sensitive and inclusive. The number
of abortions is considered even more problematic as NIPT produces a
limited number of false positive results, which means that there is a chance
that a non-affected foetus is aborted on the basis of a wrong diagnosis.!>3
However, scientific studies highlight the need to always confirm positive
NIPT results with an invasive diagnostic procedure in order to avoid false
positives.1>4

The risk of fostering a society with eugenic views is an argument that
has especially been used in the case of PGD. In particular, the debate
around PGD often employs the ethical argument of the ‘slippery slope’.
This kind of argument is used, in general to deny the acceptability of a
certain practice on the basis that allowing it will inevitably lead to harmful
and morally intolerable consequences. More concretely, in the case of PGD,
its implementation in the detection of certain serious genetic conditions
is alleged to inevitably lead to a situation where babies are eugenically

149 El-Toukhy, Williams and Braude, ‘The Ethics of Preimplantation Genetic Diagnosis’
(2008) 10(1) The Obstetrician & Gynaecologist p. 49, 50.

150 Purdy in Kuhse and Singer, A Companion to Bioethics (2009) p. 187; Juth, Encyclope-
dia of Life Sciences (2012); Nuffield Council on Bioethics, ‘Non-invasive Prenatal
Testing: Ethical Issues’ (London 2017), pp. 82-ff.

151 Perrot and Horn, “The Ethical Landscape(s) of Non-invasive Prenatal Testing in
England, France and Germany’ (2022) 30 Eur ] Hum Genet p. 676, 679.

152 Rolfes in Jox, Marckmann and Rauprich, Vom Konflikt zur Losung (2016) p. 318.

153 Nuffield Council on Bioethics, ‘Non-invasive Prenatal Testing: Ethical Issues’, Lon-
don 2017, p. 8.

154 Drury, Hill and Chitty, ‘Recent Developments in Non-Invasive Prenatal Diagnosis
and Testing’ (2014) 25(3-4) Fet Matern Med Rev p. 295, 305.
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designed to have specific aesthetic or intellectual characteristics.> In other
words, PGD would predictably lead to a “eugenic mentality”>® in society.
An extreme version of this argument claims that allowing PGD for serious
genetic conditions could, in the worst-case scenario, result into the killing
of disabled people of all ages.>”

Arguments based on the ‘slippery slope’ fear are often dismissed as falla-
cious and ill-founded.®® On the one hand, they tend to overlook the fact
that such developments are far from inevitable in a democratic society
where the law can draw clear-cut boundaries which could then only be
overcome by consensus.” On the other hand, they ignore the fact that
PGD is a physically and psychologically burdensome procedure, sought
by parents who wish to avoid the suffering of a severe genetic condition
for their own child, without necessarily having a negative attitude towards
people with disabilities per se.10

Lastly, both techniques might give rise to an issue of informed consent.
In fact, their use only empowers the decision making of the prospective
parents and truly enhances their autonomy if it is accompanied by genetic
counselling and precise information on the consequences and the accuracy

155 Netzer, ‘Fihrt uns die Primplantationsdiagnostik auf eine Schiefe Ebene?” (1998)
10(3) Ethik in der Medizin p. 138, 143. See also Choi, A Study of the Slippery
Slope Argument in Bioethics, and its Application to the Case of Preimplantation
Genetic Diagnosis’ (2014) 7(2) Studia Bioethica p. 31, 34; Kemper, Gyngell and
Savulescu, ‘Subsidizing PGD: The Moral Case for Funding Genetic Selection’ (2019)
16(3) Bioethical Inquiry p. 405, 410; Patzke, Die gesetzliche Regelung der Priimplan-
tationsdiagnostik auf dem Priifstand - § 3a ESchG (2020) pp. 85-ff.

156 Choi, A Study of the Slippery Slope Argument in Bioethics, and its Application to
the Case of Preimplantation Genetic Diagnosis’ (2014) 7(2) Studia Bioethica p. 31,
35.

157 Netzer, ‘Fihrt uns die Primplantationsdiagnostik auf eine Schiefe Ebene?” (1998)
10(3) Ethik in der Medizin p. 138, 148.

158 For a critical reconstruction, see Fumagalli, ‘Slipping on Slippery Slope Arguments’
(2020) 34(4) Bioethics p. 412, 412.

159 “Furthermore, it should not be assumed that negative developments are as irrevers-
ible as the metaphors of the slippery slope and the dam breaking suggest. In a state
governed by the rule of law, legal regulations can usually be withdrawn if there are
increasing indications of an impending catastrophe”, Netzer, ‘Fiihrt uns die Prim-
plantationsdiagnostik auf eine Schiefe Ebene?’ (1998) 10(3) Ethik in der Medizin p.
138, 140. See also Kemper, Gyngell and Savulescu, ‘Subsidizing PGD’ (2019) 16(3)
Bioethical Inquiry p. 405, 411: “if society holds governments accountable for any
changes to PGD laws, it is unlikely that PGD will be used in such a manner”.

160 Netzer, ‘Fihrt uns die Primplantationsdiagnostik auf eine Schiefe Ebene?’ (1998)
10(3) Ethik in der Medizin p. 138, 419.
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of those diagnostic procedures.'l. However, as NIPT is free of danger
for patient and foetus, healthcare professionals might be tempted to skip
accurate informed consent procedures.!®> The non-invasiveness of the test
might thus mislead the woman, who could mistake it for a regular blood
test, and eventually cause its routinisation.!®3 Besides, it has been pointed
out that the autonomy of the couple could be jeopardised by the social
pressure to take the test, given the absence of risk for the foetus.!o*

ii. Public Funding

So far, the outlined ethical concerns were related to the admissibility of
the use of these two technologies. However, heated ethical discussions have
also emerged specifically in relation to the coverage or reimbursement of
patients’ access to these technologies in the public healthcare system.

While for PGD the mere use of the technique is generally seen to be
the most problematic dimension, for NIPT it is precisely the aspect of its
provision by the public healthcare system that seems to raise the greatest
ethical concerns. This is possibly due to the special circumstances of cou-
ples seeking PGD. Namely, that they must be carriers of severe genetic
disorders, which implies that its public reimbursement does not necessarily
lead to an excessive expansion of its use.1%

In the case of NIPT, on the contrary, its availability free of charge in
the public sector could lead to an increase in the number of women par-
ticipating in screening for chromosomal trisomies. As mentioned above,

161 Purdy in Kuhse and Singer, A Companion to Bioethics (2009) p. 188; Juth, Encyclope-
dia of Life Sciences (2012); Munthe, ‘A New Ethical Landscape of Prenatal Testing:
Individualizing Choice to Serve Autonomy and Promote Public Health: A Radical
Proposal’ (2015) 29(1) Bioethics p. 36.

162 Rolfes in Jox, Marckmann and Rauprich, Vom Konflikt zur Losung (2016) p. 317;
Perrot and Horn, ‘The Ethical Landscape(s) of Non-invasive Prenatal Testing in
England, France and Germany’ (2022) 30 Eur ] Hum Genet p. 676, 677.

163 Deans and others, ‘Non-invasive Prenatal Testing for Single Gene Disorders: Ex-
ploring the Ethics’ (2013) 21(7) Eur ] Hum Genet p. 713; Nuffield Council on
Bioethics, ‘Non-invasive Prenatal Testing: Ethical Issues’, London 2017, pp. 113-ff.

164 Rolfes in Jox, Marckmann and Rauprich, Vom Konflikt zur Losung (2016) p. 319;
Nuffield Council on Bioethics, ‘Non-invasive Prenatal Testing: Ethical Issues’, Lon-
don 2017, pp. 113-ff.

165 See, however, Kemper, Gyngell and Savulescu, ‘Subsidizing PGD’ (2019) 16(3)
Bioethical Inquiry p. 405.
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this would allegedly bring about a morally undesirable increase in the
number of abortions of affected foetuses, with negative consequences for
the inclusive character of society.!%® The empirical basis for this claim is
disputed. Some commentators have noted that abortion is never an easy
choice and that some couples may only want to take the test to be better
prepared for the birth of a child with chromosomal trisomies.!¢”

Another argument against the reimbursement of NIPT is that by provid-
ing public funding the state would send a negative signal towards people
with disability.!8 Firstly, it would suggest that a life with a condition such
as Down’s syndrome is a life not worth living.!®> Secondly, it has been
argued that offering the test within the public healthcare system would
‘misleadingly’ indicate that such screening has some medical utility. It is
highlighted that, on the contrary, there is no preventive or therapeutic
option for chromosomal aneuploidies.””? Allegedly this indicates that there
is no medical utility in conducting the test./”! Conversely, advocates calling
for the public funding of NIPT argue that the medical benefit lies in the
fact that the test gives women the opportunity to consider reproductive

166 “One reason for charging pregnant women for NIPT is to prevent an increase in
uptake of prenatal screening, and thus to prevent an increase in the number of
abortions. Although commentators do not usually explicitly mention this rationale,
it follows from the reverse concern that public funding of NIPT may encourage
women to take part in prenatal screening”, Bunnik and others, ‘Should Pregnant
Women Be Charged for Non-invasive Prenatal Screening?: Implications for Repro-
ductive Autonomy and Equal Access’ (2020) 46(3) ] Med Ethics p. 194, 195.

167 Buyx, ‘Kosteniibernahme fiir prinatale Bluttests. Pro und Contra’ (2018) 115(44)
Deutsches Arzteblatt A1988, A1988; Bunnik and others, ‘Should Pregnant Women
Be Charged for Non-invasive Prenatal Screening?’ (2020) 46(3) ] Med Ethics p. 194;
Perrot and Horn, ‘Preserving Women's Reproductive Autonomy While Promoting
the Rights of People with Disabilities?: The Case of Heidi Crowter and Maire
Lea-Wilson in the Light of NIPT Debates in England, France and Germany’ [2022]
(0) J Med Ethics p. 1, 2. See also results obtained in the RAPID study, Chapter 3, sec.
Cll2.a.

168 This objection is referred to as the “expressivist” argument, see Bunnik and others,
‘Why NIPT Should Be Publicly Funded” (2020) 46(11) ] Med Ethics p. 783. Same
concern could apply to public funding of PGD, as reported by Kemper, Gyngell and
Savulescu, ‘Subsidizing PGD’ (2019) 16(3) Bioethical Inquiry p. 405, 411.

169 Riiffer, ‘Kosteniibernahme fiir prinatale Bluttests. Pro und Contra’ (2018) 114(44)
Deutsches Arzteblatt A1989.

170 Schmitz, “‘Why Public Funding for Non-invasive Prenatal Testing (NIPT) Might
Still Be Wrong: A Response to Bunnik and Colleagues’ (2020) 46(11) ] Med Ethics p.
781.

171 Riiffer, ‘Kosteniibernahme fiir pranatale Bluttests. Pro und Contra’ (2018) 114(44)
Deutsches Arzteblatt A1989.
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options or prepare for childbirth.”? In addition, NIPT does not pose a risk
of miscarriage and is therefore safer for both the foetus and the patient.!”3

Opponents of NIPT also question the claim that it protects the reproduc-
tive autonomy of the woman. It is feared that simply the decision of the
public healthcare system to offer NIPT within its screening programmes
may place excessive pressure on couples to take the test.””* It is argued that
women who are offered the test for free would have it performed without
carefully reflecting on this choice and its consequences.”> Against this it
has been maintained that having to pay for the test would also not respect
reproductive autonomy.'”® This is all the more so if one considers that
safer and more accurate tests would then only be available to more affluent
couples.””

Concerns have also been raised as regards as a possible shift of public
resources from providing care for disabled people to investing in advanced

172 Buyx, ‘Kosteniibernahme fiir prénatale Bluttests. Pro und Contra’ (2018) 115(44)
Deutsches Arzteblatt A1988; Bunnik and others, ‘Should Pregnant Women Be
Charged for Non-invasive Prenatal Screening?’ (2020) 46(3) ] Med Ethics p. 194.

173 Bunnik and others, ‘Should Pregnant Women Be Charged for Non-invasive Prenatal
Screening?’ (2020) 46(3) ] Med Ethics p. 194.

174 Clarke in Kuhse and Singer, A Companion to Bioethics (2nd edn 2009) p. 253.

175 As reported by Bunnik and others, ‘Should Pregnant Women Be Charged for Non-
invasive Prenatal Screening?’ (2020) 46(3) ] Med Ethics p. 194, 195.

176 “When a prenatal screening offer is declined on the basis of financial constraints, in
fact quite the opposite from the ideal of informed choice is being realised: women
are not choosing for or against NIPT based on their values, but because of financial
constraints.” ibid, p. 197. This argument has also been expressed in supporting public
funding for PGD, especially considering that embryo selection is less invasive for
the mother than a possible later abortion, see Kemper, Gyngell and Savulescu,
‘Subsidizing PGD’ (2019) 16(3) Bioethical Inquiry p. 405, 407.

177 “Finally, by putting up a barrier that is higher for less affluent women than for
more affluent women, the (co)payment requirement raises intractable justice con-
cerns and hinders equity of access to first-trimester prenatal screening. Charging
for NIPT affects disproportionally those who are least well off financially, which
challenges the principle of equal access to first-trimester prenatal screening” Bun-
nik and others, ‘Should Pregnant Women Be Charged for Non-invasive Prenatal
Screening?’ (2020) 46(3) ] Med Ethics p. 194, 196. Again, this has also been argued
in the case of PGD: “financial barriers mean that only the wealthy have access to
it. Given the impact an unwell or disabled child can have on the financial status
of a family, the argument for taxpayer funding of PGD is strengthened amongst
low socioeconomic families. A lack of access to PGD could make people even less
well-off and drop them below the minimum threshold for having a fair go”, Kemper,
Gyngell and Savulescu, ‘Subsidizing PGD’ (2019) 16(3) Bioethical Inquiry p. 405,
408.
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screening procedures.””® A violation of the principle of justice might also
arise if calculations related to the social cost of providing care for the
disabled were included in the cost-effectiveness evaluation of innovative
screening procedures.

Ethical objections to the public funding of NIPT have led many stake-
holders to argue that it is necessary to include a more comprehensive con-
sideration of ethical aspects in the decision on the reimbursement of new
health technologies in the public healthcare system.”” These voices join the
long-standing calls for a greater inclusion of ethics in health technology
appraisal processes. Such processes aim to inform public decision-makers
about the appropriateness of public funding, not least in order to make the
normative framework underlying the decision-making explicit.!80

A clarification is needed at this point. Allocative considerations or issues
of distributive justice are often addressed when discussing ethical consider-
ations in the rationing of public health funding. These will not be included
in the definition of ‘ethical concerns’ adopted in the course of this thesis.
The aspect of interest for the current research consists in the objections
raised specifically against the reimbursement of a certain health technology
on the grounds that it is considered ethically problematic in itself.

178 Nuffield Council on Bioethics, ‘Non-invasive Prenatal Testing: Ethical Issues’, Lon-
don 2017, pp. 115-ff.

179 As will become apparent in the investigation of the case studies, in particular in
Chapter 3 secs. A.IL2, A.IL3 and C.IL3. See, inter alia, Riffer, ‘Kosteniibernahme
fiir pranatale Bluttests. Pro und Contra’ (2018) 114(44) Deutsches Arzteblatt A1989,
calling for a debate in the German Parliament to amend the criteria to be considered
when deciding on the reimbursement of new technologies by the statutory health
insurance.

180 As anticipated in the Introduction. See, inter alia, Grunwald, ‘The Normative Basis
of (Health) Technology Assessment and the Role of Ethical Expertise’ (2004) 2(2-3)
Poiesis Prax p. 175; Have, ‘Ethical Perspectives on Health Technology Assessment’
(2004) 20(1) Int J Technol Assess Health Care p. 71; Reuzel and others, ‘Ethics and
HTA (2004) 2(2-3) Poiesis Prax p. 247, 248; Hofmann, ‘Why Ethics Should Be Part
of Health Technology Assessment’ (2008) 24(4) Int J Technol Assess Health Care p.
423; Lucivero, Ethical Assessments of Emerging Technologies (2016).
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II. Between Ethical and Legal Concerns: Ethics and Law as Two Separate
Systems

1. Descriptive Separation of Ethics and Law

a A Positivist Approach

As demonstrated in the previous section, morality and ethics are normative
systems whose content depends on the value-based framework that is cho-
sen to guide moral action. In a society featuring increasing pluralism, each
individual has their own conception of the moral good and will develop
their own ethical standards for pursuing morality.!! The plurality of moral
options results in the situation that the discipline of ethics itself does not
speak in a unified way but consists of many possible conceptions of ethical
action.82

Conversely, law constitutes — at least in the legal orders belonging to the
Western legal tradition - a normative system that tends to have exclusive
validity within a given community and territory.!83

The relationship between these two normative systems has fascinated
numerous legal theorists and has been the subject of extensive reflection
and lively debates in jurisprudence.'$4

By far one of the most important debates in this field is that between the
proponents of natural law theory and the advocates of legal positivism.

The Natural Law theory holds that a norm “can only be treated as legally
valid if it is consistent with some moral requirements”.’> According to
Robert Alexy, for instance, “there are conceptually necessary as well as
normatively necessary connections between law and morality”.!8¢ In other
words, stated simply, natural law theorists claim that the legal validity of

181 Duwell, Hiibenthal and Werner, Handbuch Ethik (2011) p. 1 refer to a “plurality of
different, often contradictory concepts of the good™.

182 So that there is no such thing as ‘ethics’, but rather numerous types of ethics, Taupitz
in Schliesky, Ernst and Schulz, Die Freiheit des Menschen in Kommune, Staat und
Europa (2011) pp. 835-836.

183 Kelsen, General Theory of Law and State (2009) p. 212; Hart, The Concept of Law
(3rd edn 2012) p. 24.

184 Any list of contributions dealing with this subject would run the risk of being
reductive. Besides the scholarship referred to throughout the following sections,
a good overview of different theories of law’s relation to morality is provided in
Marmor, The Routledge Companion to Philosophy of Law (2012) pp. 3-ff.

185 Beyleveld and Brownsword, Law as a Moral Judgment (1986) pp. 8-ff.

186 Alexy, The Argument from Injustice: A Reply to Legal Positivism (2010) p. 23.
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any norm must be assessed according to its conformity with moral consid-
erations.

Legal positivism, on the other hand, - exemplified here with H. L. A.
Hart’s theory — supports the so-called ‘separation thesis’. This thesis claims
that there is neither a normative nor a conceptually necessary connection
between law and morality.’¥” It argues therefore that the incorporation of
moral requirements is irrelevant for the definition of the law. The existence
of the legal order is rather based on the fact that its rules of behaviour,
“which are valid according to the system’s ultimate criteria of validity”, are
obeyed and effectively accepted by society at one moment.3® In sum, the
existence and validity of the state’s legal system does not depend on its con-
gruence with moral requirements, but rather on the mere fact that a defined
community has effectively accepted its criteria of legality. Therefore, to be
recognised as valid, the law does not need to take into consideration values
emanating from different normative systems.'8°

Niklas Luhmann’s systems theory is also considered within the realm of
legal positivism and argues along similar lines.'*° It understands validity as
a purely intrinsic value of the legal system and thus excludes the relevance
of compliance with moral or other external criteria.””! Indeed, decoupling
conflict resolution from individual moral positions is the main achievement
of the functional differentiation of legal systems. The inclusion of extra-le-
gal values would therefore risk the disintegration of the autonomous legal
system.

It follows that the axiological dimensions of the different systems of law
and ethics do not necessarily coincide, since the ethical principles that
serve to achieve the moral good are not necessarily part of binding law.*? In

187 Hart, The Concept of Law (2012) p. 268.

188 ibid, p. 116.

189 Legal positivism in this sense is, as a theory on the nature of law, first and foremost,
a descriptive approach, according to which “determining what the law is does not
necessarily, or conceptually, depend on moral or other evaluative considerations
about what the law ought to be in the relevant circumstances”, Marmor, ‘Legal
Positivism: Still Descriptive and Morally Neutral’ (2006) 26(4) Oxf ] Leg Stud p.
683, 686.

190 Bolsinger, Autonomie des Rechts?: Niklas Luhmanns soziologischer Rechtspositiv-
ismus — Eine kritische Rekonstruktion’ (2001) 42(1) Politische Vierteljahresschrift
p-3.

191 Luhmann, Das Recht der Gesellschaft (1995) pp. 67-ff.

192 Spranger, Recht und Bioethik (2010) p. 32.
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Hart’s words, there are no “necessary conceptual connections between the
content of law and morality”!*?

The legal positivist approach is most persuasive, as it correctly portrays
ethics and the law as two differentiated and separate normative systems.
These have a different scope and pursue different aims.** Among the
reasons to endorse the positivist theory is the observation that standards
of moral behaviour are different for each individual and thus cannot nec-
essarily be criteria for judging the validity of the law. Hart also seems to
doubt that moral standards could be objective. One of the grounds for his
separation thesis was that he considered the “purposes men have for living
in society [as] too conflicting and varying™® to assume that legal rules
must necessarily overlap with moral standards.

At this point it is important to clarify that the ethical normative perspec-
tive still exists outside the legal system. Even under positivist theories an
external observation of the legal order can lead to an assessment of its
moral correctness from an ethical point of view. Once again according to
Luhmann, there must be a possibility of moral dissent in the evaluation
of legal issues and the moral judgment of the law must be independent of
the law itself.®® However, this “moral scrutiny” of the system"” remains an
element in a differentiated normative system and is entirely determined by
extra-legal considerations.

193 Hart, The Concept of Law (2012) p. 268.

194 “Though ethics and law interact in various ways and may significantly overlap with
one another, they remain as two different normative systems, for the simple reason
that they pursue different goals: ethics reflects the effort of our reason in discovering
whether something is right or wrong and aims at promoting the fulfillment of our
tendencies toward the good [...]. The basic purpose of law is just to ensure that
human relationships are governed by the principle of justice, or in other words,
that the rights of each individual, as well as the common interests of society as a
whole, are guaranteed. Whereas the fundamental question of ethics is “‘What should
I do to become a better person?, the key question of law is “What rules do we need
to promote a peaceful and fair society?””, Andorno, ‘Human Dignity and Human
Rights as a Common Ground for a Global Bioethics’ (2009) 34(3) ] Med Philos p.
223,224,

195 Hart, ‘Positivism and the Separation of Law and Morals’ (1958) 71(4) Harv L Rev p.
593, 623.

196 Luhmann, Das Recht der Gesellschaft (1995) p. 232.

197 Hart, The Concept of Law (2012) p. 210.
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b Ethical Concerns Turned Legal

Even when adopting a strictly positivist approach, there is no denying that
some contingent connection between law and ethics might occur.

A certain ‘influence’ of ethical considerations on the legal sphere cannot
be denied. As a matter of fact, law can and does open itself to values
originating in different normative systems, in particular those of ethics or
morality. Hart himself admitted that “[t]he law of every modern state shows
at a thousand points the influence of both the accepted social morality and
wider moral ideals”. °® Legal positivism does not deny that “by explicit legal
provisions moral principles might at different points be brought into a legal
system and form part of its rules”.%

Hence, it must be recognised that the two systems of ethics and law
can be mutually influenced.??® Although it can be considered a “contingent
matter”,?0 it is quite frequent that the content of the law is at least indirectly
determined by ethical and moral considerations existing in society and
taken up by Parliament in mirroring the concerns of their constituency.
Similarly, other disciplines, such as medical standards, naturally contribute
in shaping the content of the law.?2 As is clearly illustrated by Luhmann’s
concept of structural coupling,??® the law constantly interacts with other
systems as it deals with issues that are generated outside of the legal
system.?*4 However, Luhmann would not entirely endorse the idea that

198 ibid, pp. 203-204.

199 Hart, ‘Positivism and the Separation of Law and Morals’ (1958) 71(4) Harv L Rev
p. 593, 599. See also Marmor, ‘Legal Positivism’ (2006) 26(4) Oxf ] Leg Stud p. 683,
687: “legal positivism has no reason to deny that law’s content necessarily overlaps
with morality. It may well be the case that every legal system, immoral or wicked as
it may be, would necessarily have some morally acceptable content, or that it would
necessarily promote some moral goods”.

200 On the mutual influence of moral, ethics and the law see Voneky, Recht, Moral und
Ethik (2010) p. 99.

201 “[M]oral and other evaluative considerations may determine, under certain circum-
stances, what the law is, but this is a contingent matter, depending on the particular
social rules of recognition of particular legal systems, at particular times”, Marmor,
‘Legal Positivism’ (2006) 26(4) Oxf] Leg Stud p. 683, 686.

202 Taupitz in Schliesky, Ernst and Schulz, Die Freiheit des Menschen in Kommune,
Staat und Europa (2011) pp. 835-ff.

203 Luhmann, ‘Operational Closure and Structural Coupling: The Differentiation of the
Legal System’ (1992) 13(5) Cardozo Law Review p. 1419.

204 “[I]t is fundamental to take into account that the morally controversial issues that
bioethics discusses and analyzes along with scientific questions are part of the social

68



https://doi.org/10.5771/9783748918912
https://www.inlibra.com/de/agb
https://creativecommons.org/licenses/by/4.0/

A. Theoretical Foundations

law and ethics ‘influence’ each other. In his theory social systems are au-
tonomous and can only observe each other, as part of the same societal
environment, and adapt their structures accordingly.?®> Therefore, ethical
and legal reasoning may converge because the legal system remains open to
external information.2%¢

It is my assumption, however, that in this case ethical or moral principles
are juridified’. They are transformed and become part of the law through
the normal procedure of law-making.2?” Thus they are subject to the legal
system’s rules of validity.?’® Some scholars have illustrated this concept with
a comparison originally offered by Hans Kelsen. It is argued that “[j]ust
as whatever Midas touched turned into gold, any concept taken up by
the law turns into a legal concept, in the sense that a conception specific
to the law has to be adopted”.2® According to this view, the meaning of
extra-legal concepts, such as ethical concepts, is transformed after being
incorporated into the law and no longer corresponds to what it used to be
in the normative system of origin.?!?

The legal system must take extra-legal conflicts and transform them in a
way that can be operationalised by it, so that they “can be both discussed in
legally meaningful terms and resolved legally”.?!! Hence, as soon as values

phenomena that law must assimilate as a socially differentiated subsystem. And for
this, law has to realistically consider that these disputes, fueled by needs, desires
and very diverse social assessments, are born before and outside the legal world”,
Lecaros in Valdés and Lecaros, Biolaw and Policy in the Twenty-First Century (2019)
p. 114.

205 Luhmann, Soziale Systeme: Grundriss einer allgemeinen Theorie (1984) pp. 242-ff;
Teubner, Recht als autopoietisches System (1989) pp. 102-ff.

206 1 refer here to the theory of autopoiesis of the legal system developed by Luhmann.
See, Luhmann, Das Recht der Gesellschaft (1995) p. 77-ff.

207 See Spranger, Recht und Bioethik (2010) p. 32, according to whom ethical assump-
tions can only be made binding on all citizens if they enter into law through the
law-making procedure.

208 Borrowing Luhmann’s words, the closure of the system “does not prevent the legal
system from incorporating moral constraints as legal constraints; but this has to
be done within the system and has to be checked by the usual references to legal
texts, precedents, or rulings that limit the realm of legal argument”, Luhmann,
‘Operational Closure and Structural Coupling’ (1992) 13(5) Cardozo Law Review p.
1419, 1429.

209 Poscher in Hage and Pfordten, Concepts in Law (2009) p. 103.

210 Gruschke in Voneky and others, Ethik und Recht - Die Ethisierung des Rechts/Ethics
and Law - The Ethicalization of Law (2013) p. 45.

211 Veitch, The Jurisdiction of Medical Law (2017) p. 135, who refers to Emilios Christo-
doulidis’s ‘re-enactment’ theory.
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coming from other normative systems are taken up by the legal system,
they cease to be considered ethical or moral values and become legal values.
They are then subject to the hierarchy and evaluation of validity proper
to the legal system. For instance, there is no denying that the protection
of human rights embodies a certain ethical-moral ideal. Nevertheless, in
my view, once the protection of human rights is enshrined in a given legal
order, be it national or international, it undergoes a transformation from
an ethical to a legal principle and thus becomes fully part of the closed
legal system. In other words, from the legal system’s internal perspective,
the protection of rights constitutes a legal obligation and no longer a moral
one and, therefore, the moral conviction behind it has no legal relevance.?'?

This clarification is essential to understand the concept of ethical con-
cerns used in this dissertation. First, when I use the term ‘ethical concerns’
relating to a certain health technology, I am not referring to these concerns
as they are transposed into legal principles. The aforementioned analytical
distinction needs to be maintained. Secondly, those morality standards that
can be established “in an empirical and uncontroversial way”® and are
then Suridified’ through mechanisms of the legal systems are not relevant to
the current analysis.

If we take the example of autonomy and informed consent, it is quite
possible to see these interests as being among the moral goods pursued
by an ethical system. However, as they are widely accepted by society as a
whole and have undergone a process of transposition into the legal system,
they also qualify as legal interests. It is precisely in such cases that, when
making decisions that are binding on everyone, it is necessary to refer to
such concepts as adopted by the legal system and not as interpreted by
different ethical systems.

212 Luhmann, Das Recht der Gesellschaft (1995) p. 85 and Luhmann, ‘Operational
Closure and Structural Coupling’ (1992) 13(5) Cardozo Law Review p. 1419, 1429:
“Normative closure means, above all, that morality as such has no legal relevance-
neither as code (good/bad, good/evil), nor in its specific evaluations”.

213 Campbell, “The Point of Legal Positivism’ [1998-1999](9) King's College Law Journal
p. 63, 70.
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2. Normative Separation of Ethics and Law

a Preservation of Ethical Autonomy and Pluralism

The descriptive account of the relationship between ethics and law - based
on the observation that the law does not necessarily need to reflect morality
in order to be recognised as valid - is only the first step toward addressing
whether and to what extent ethical concerns can legitimately be taken
into consideration by the law. The separation of ethics and law also has
a normative component in democratic societies.?® Not only is there a
conceptual separation between the two normative systems, but it should
also be considered desirable.?®

This assessment is based on an understanding of the function that a
legal system ought to fulfil in a pluralistic society composed of morally
autonomous individuals.

As has been illustrated in the previous sections,?'® modern societies are
inevitably characterised by autonomous individuals, with their own ethical
standards of behaviour, and thus by growing ethical pluralism.

Against this background, and looking at the purpose of the legal system
from a Kantian perspective, the very existence of the state is based on and
justified by the necessity to guarantee the full realisation of the freedom of
each individual.?”” Faced with the fundamental freedom of each individual
to act according to their own choices, the function of law for Kant is to
“reconcile these choices in such a way as to guarantee each individual a
maximum sphere of external freedom”.?!8

This conclusion is derived from Kant’s conception of the moral autono-
my of the person and culminates in a theory that separates ethics and law.
Kant maintained that the state could not adopt a particular moral concep-

214 See Czermak and Hilgendorf, Religions- und Weltanschauungsrecht (2018) p. 37,
who claim that a fairly democratic society would not be possible without a strict
distinction between morality and law.

215 In this sense, the dissertation falls within an approach of ‘normative positivisn’,
which may be described as the “thesis that it would be a good thing for the law to be
as the descriptive positivist think it is”, Waldron in Waldron, Law and Disagreement
(1999) pp. 166-ff.

216 See Chapter 1, sec. A.L.

217 Fletcher, ‘Law and Morality: A Kantian Perspective’ (1987) 87(3) Colum L Rev p.
533, 535; Weinstock, ‘Natural Law and Public Reason in Kant's Political Philosophy’
(1996) 26(3) Canadian Journal of Philosophy p. 389, 392-ff.

218 Fletcher, ‘Law and Morality’ (1987) 87(3) Colum L Rev p. 533, 534.
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tion without infringing the autonomy of the individual citizen.?’ He drew a
clear distinction between ethics and law based on the different reasons that
drive the individual to comply with each of these two normative systems.
Unlike legal obligations, whose respect comes from external coercion, ethi-
cal acts can only be defined as such when they are performed by a freely
choosing individual who decides to pursue a certain action because of an
idea of duty itself.??" In other words, what makes an action ethical is that
it is motivated by an internal duty. On the contrary, the law is something
“with which noting ethical is mixed”??! since it demands compliance to an
external duty. Accordingly, the state cannot impose any moral obligation
without the latter losing its characteristic of morality and, therefore, the
law shall not prescribe moral behaviours.??? As a result, the two systems
are to stay mutually separated, insofar as “[tJhe moral does not petition for
inclusion in the legal and the legal cannot determine the moral”.??* This
interpretation of Kant’s theory has made him a “main proponent of state
neutrality in ethical questions”.??4

Protection of the individual’s autonomy goes hand in hand with the
preservation of pluralism. Subsequent theorists have focused on this latter
concept. According to John Rawls pluralism is an inherent condition of
democratic societies. It results, necessarily, from such a society being com-
posed of a plurality of individuals that stem from different cultural and
social backgrounds and have different religious beliefs. These are inevitably
reflected in a wide variety of moral principles. Rawls does not hesitate

219 Weinstock, ‘Natural Law and Public Reason in Kant's Political Philosophy’ (1996)
26(3) Canadian Journal of Philosophy p. 389, 401-ff.

220 Kant, Metaphysic of Morals (1799) pp. 11-12: “All legislation then [...] may relatively
to the springs be distinguished. That, which makes an action duty, and this duty at
the same time the spring is ethical. But that, which does not include the latter in the
law, consequently permits another spring than the idea of duty itself, is juridical. [...]
The duties according to the juridical legislation can be but external ones, since this
legislation requires not that the idea of this duty, which is internal, shall of itself be
the determinative of the arbitrement of the actor, and, as it has however occasion for
a spring fit for law, can conjoin external duties only with the law”. See, also, Weinrib,
‘Law as a Kantian Idea of Reason’ (1987) 87(3) Colum L Rev p. 472, 501-ff.

221 Kant, Metaphysic of Morals (1799) p. 26: “Thus, as law in general has for its object
but that which is external in actions, strict law is that, with which nothing ethical is
mixed, that which requires no other determinatives of the arbitrement; than merely
the external; for it is then pure and not confounded with any precepts of virtue”.

222 As illustrated in Huster, Die ethische Neutralitdt des Staates (2017) pp. 71-ff.

223 Fletcher, ‘Law and Morality’ (1987) 87(3) Colum L Rev p. 533, 534.

224 Huster, Die ethische Neutralitit des Staates (2017) p. 68, author’s translation.
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to designate the diversity of religious, philosophical and moral views as a
first and permanent feature of a democratic society??® and as an “inevitable
outcome of free institutions”.226 He refers to this circumstance as “the fact
of pluralism”??” Similarly, the Italian legal philosopher Norberto Bobbio
stresses that pluralism is an objective situation before being a theory.?28

Pluralism can be characterised primarily as ethical pluralism since mem-
bers of society disagree on the concept of the moral good.?? In Luhmann’s
words: “[t]he legal system must account for the fact that even though
the moral code applies to the whole society as binary scheme, the moral
programmes, that is, the criteria for a distinction between good and bad or
good and evil, are no longer consensual” .23

Pluralism, however, is not only a descriptive characteristic of modern
societies. The moral autonomy of each individual and the plurality of moral
options are recognised as normative values in modern democratic states.
As the diversity of moral opinion is a factual condition that could only be
eliminated by an oppressive state power, a democratic society cannot be
based on a “comprehensive religious philosophical or moral doctrine”.?!

Against this background, the plurality of moral standpoints is recognised
and valued?®? and the existence of disagreements on moral questions ought
to be maintained.?*

225 "[T]he diversity of reasonable comprehensive religious, philosophical, and moral
doctrines found in modern democratic societies is not a mere historical condition
that may soon pass away; it is a permanent feature of the public culture of demo-
cracy”, Rawls, Political Liberalism (Expanded ed. 2005) p. 36.

226 ibid, p. 4.

227 Rawls, ‘The Idea of an Overlapping Consensus’ (1987) 7(1) Oxf] Leg Stud p. 1, 4.

228 Bobbio, Il futuro della democrazia (1984) p. 49.

229 Huster, Die ethische Neutralitdt des Staates (2017) pp. 5-ff.

230 Luhmann, Das Recht der Gesellschaft (1995) p. 78. English translation from the
English edition of the book, Luhmann, Law as a Social System (2004) p. 107.

231 Rawls, Political Liberalism (2005) p. 37. See also Marmor, Law in the Age of Plur-
alism (2007) p. 67: “[t]he argument from value pluralism is based on the premise
that there is something wrong in imposing an authoritative ruling on people who
may reasonably disagree with it

232 «[I]n democratic and liberal societies, a normative commitment to pluralism means
that we do not only observe that citizens disagree about many different issues, but
also that we believe that such disagreement is not problematic in itself», Bardon and
others in Stoeckl and others, Religious Pluralism: A Resource Book (2015) p. 2.

233 “[T]here is considerable disagreement on moral questions. Claiming that one is
in possession of the right answer, the moral truth, is a claim that is unacceptable
in pluralistic societies”, Friele in Voneky and others, Legitimation ethischer Entschei-
dungen im Recht: Interdisziplindre Untersuchungen (2009) p. 343.
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b Ethical Neutrality of the State

If the state’s function is to guarantee the moral autonomy of the individual
and to preserve ethical pluralism, then it is bound to assume a position
of ethical neutrality. In order to fulfil its function and to guarantee the
coexistence of different ethical convictions, the state must refrain from
taking sides in favour of one definition of the moral good.?** The same
conclusion also follows from the consideration that the legitimacy of the
democratic state is derived from consensus, which can only be achieved
by avoiding placing reliance on ethical value systems that are not widely
shared in society.?*

Rawls asserted the idea of state neutrality primarily in the sense of a
neutrality of justification.?*® He believed that in order to be legitimate in
a pluralist society, political decisions had to be justifiable for reasons that
could be widely agreed upon.?’” That is, broadly accepted as reasonable
without having to endorse any particular conception of the moral good.?*

Under this assumption, a legal system would only be legitimate if deci-
sions on fundamental questions of justice?3® were taken in line with princi-
ples which “all reasonable citizens as free and equal might reasonably be
expected to endorse”.240

As an example Rawls asks whether same-sexual relationships should be
considered criminal offences.?*! In his view the decision on how to regulate

234 Huster, Die ethische Neutralitit des Staates (2017) p. 12.

235 Rawls, Political Liberalism (2005) p. 134; Zotti in Voneky and others, Legitimation
ethischer Entscheidungen im Recht (2009) pp. 104-105.

236 Mason, Autonomy, Liberalism and State Neutrality’ (1990) 40(161) The Philosoph-
ical Quarterly p. 433, 434; Rawls, Political Liberalism (2005) p. 61.

237 Rawls, Political Liberalism (2005) p. 224.

238 As paraphrased by Marneffe in Mandle and Reidy, The Cambridge Rawls Lexicon
(2014) p. 558: “On a justificatory interpretation, political decisions must be justifi-
able without presupposing that any particular conception of the good life or of what
gives value to life is true”. See also See also Huster, Die ethische Neutralitit des
Staates (2017) p. 85.

239 Although Rawls did not explicitly cover healthcare in his theory, the thesis argues
that amongst the matters of ‘constitutional essentials and basic justice’, matters
of health and bodily integrity shall be included, as they are a basis for the full
participation of the individual in the society.

240 Rawls, Political Liberalism (2005) p. 393.

241 The subject of same-sex relationships is recurrent in debates on the relationship
between morality and law. It was precisely on the question of the permissibility
of same-sex relations that the debate between Hart’s legal positivism and Devlin’s
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such relationships could not be legitimately grounded on a philosophical or
religious idea of the good, but only on “whether legislative statutes forbid-
ding those relations infringe the civil rights of free and equal democratic
citizens” 242

This example illustrates that the only conceptions of the good that the
state can legitimately use as justifications for its actions in ‘constitutionally
essential matters’ are those referring to, what Rawls defines as, the ‘political’
good.? That is, conceptions that are shared by all constituents irrespective
of possible different philosophical or religious ideas of the moral good.?**
In this sense the state must be neutral 24>

This concept of neutrality fits into a positivist legal theory. For it requires
that the legitimisation of the state be independent of a certain concept of
the good.?*¢ And just as the legal positivist positions, the theory of state
neutrality is also contested by scholars who either claim that the state is
only legitimate insofar as it upholds moral principles or who consider the
neutrality of the state to be unreachable.?”

The outlined theory of ethical neutrality of justification can be applied
to the field of healthcare. A decision on a health technology that “can be
justified only on the assumption that a particular contested conception

theory of natural law began. Lord Devlin had criticised the Wolfenden Committee’s
proposal that homosexual acts between consenting persons be decriminalised. He
argued that a certain degree of moral conformity was necessary for the survival
of society. Society may therefore use criminal law instruments to preserve a mini-
mum moral standard. Otherwise, its survival would be threatened. One of Hart’s
criticisms of this view is that the enforcement of morality would not be legitimate
since it would be intolerable that a particular moral concept held by some citizens at
a certain moment in history be imposed by force. On this debate see Dworkin, ‘Lord
Devlin and the Enforcement of Morals’ (1966) 75(6) Yale L] p. 986; Feinberg, The
Moral Limits of the Criminal Law Volume 4: Harmless Wrongdoing (1990); Cane,
‘Taking Law Seriously: Starting Points of the Hart/Devlin Debate’ (2006) 10(1-2) J
Ethics p. 21; Bassham, ‘Legislating Morality: Scoring the Hart-Devlin Debate after
Fifty Years’ (2012) 25(2) Ratio Juris p. 117.

242 Rawls, Political Liberalism (2005) p. 458.

243 Rudisill, “The Neutrality of the State and Its Justification in Rawls and Mill’ (2000)
23(2) Auslegung: a Journal of Philosophy p. 153, 161.

244 Rawls, Political Liberalism (2005) p. 176.

245 Jones in Goodin and Reeve, Liberal Neutrality (1989) p. 14.

246 Huster, Die ethische Neutralitdt des Staates (2017) p. 12.

247 See inter alia Dworkin, Law's Empire (1986); Marmor, Law in the Age of Pluralism
(2007) pp. 48-ff and 215-ff; Sher, Beyond Neutrality (2009). On the latter point, an
overview of the criticism to the liberal theory of neutrality is offered by Huster, Die
ethische Neutralitit des Staates (2017) pp. 98-ff.
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of the good life (or set of such conceptions) is true”*8 would not be
legitimate nor viable. On the one hand, this type of justification would be
illegitimate because it would disregard the function of the legal system to
protect individual moral autonomy and ethical pluralism. Moreover, such
a decision would be adopting moral terms that would prevent it from
being operationalised within the legal system and therefore prevent it from
tulfilling its societal function, which is to create certainty while protecting
autonomy and pluralism.

The legal system can therefore only base its measures on ‘neutral’ rea-
sons. Reasons are neutral when they are based on ideas of the moral good
that are generally accepted or not reasonably objectionable.?*® Accordingly,
concerns that are based on such neutral reasons, such as freedom or equali-
ty, are not included in the notion of ‘ethical concerns’ which is employed
throughout the rest of this thesis.

The neutral attitude of the state can be characterised as religious neutrali-
ty when this independence of the law from the concepts of the good only
refers to religious doctrines, whereas it can be defined as ethical neutrality if
it encompasses different ethical attitudes in a comprehensive sense.?*°

¢ The Separation of Ethics and Law from an Intra-Legal Perspective

My main hypothesis as outlined in the previous sections has both a descrip-
tive and a prescriptive aspect. The former is based on a conceptualisation
of law and ethics as two separate systems. The latter advocates that this
separation is essential for the legitimacy of a democratic state — whose
function is to protect moral autonomy and promote ethical pluralism - as
well as for the functioning of the legal system as such. However, if we take
the idea of law as a closed system seriously, it must be possible to assess the
desirability of the separation of law and ethics using evaluative criteria from
within the legal system itself.

The adoption of a perspective internal to the legal system is necessary
to legally assess the validity of state provisions. According to Luhmann,

248 Marneffe in Mandle and Reidy, The Cambridge Rawls Lexicon (2014) p. 558.

249 Martin, ‘Liberal Neutrality and Charitable Purposes’ (2012) 60(4) Political Studies
p. 936, 948.

250 Huster, Die ethische Neutralitdt des Staates (2017).
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only the law can determine what is legally valid.?>! While sociology and
philosophy can describe the law from an external perspective, a targeted
analysis needs to adopt a point of view internal to the legal system.?>> For
instance, according to the theory of the autopoiesis of the legal system,
the right to equality?® can only be implemented by using criteria that
distinguish equal and unequal and are generated within the legal system -
not within ethics or politics®>.

Also in Hart’s view, one of the features of legal positivism is precisely that
the “legal system is a ‘closed logical system’ in which correct legal decisions
can be deduced by logical means from predetermined legal rules without
reference to social aims, policies, moral standards”.2>> The legitimacy of le-
gal rules must therefore come from internal standards of evaluation within
the system.

The use of intra-legal criteria is required for the purposes of the present
analysis. It is crucial to point out, once again, that the aim of the thesis
is not to provide an ethical evaluation of the legal system, but rather to
evaluate the legitimacy of considering ethical concerns in legal decisions
from a perspective internal to the legal system itself.2>¢

Part of the investigation must therefore be dedicated to assess whether
the separation of law and ethics is considered to be desirable from an
intra-legal point of view in the jurisdictions that have been selected for
comparison.

251 “As a closed system, the law is completely autonomous at the level of its own
operations. Only the law can say what is lawful and what is unlawful, and in
deciding this question it must always refer to the results of its own operations and
to the consequences for the system's future operations”, Luhmann, ‘Law As a Social
System’ (1989) 83(1&2) Northwestern University Law Review p. 136, 139.

252 Luhmann, Das Recht der Gesellschaft (1995) pp. 16 and 18.

253 ibid, p. 115.

254 ibid, pp. 115-ff, 216 and 232. This concept is clearly illustrated in the introduction
to the English edition of “Das Recht der Gesellschaft”: “Whatever politics or ethics
have to say about the appropriate basis for equality, the basis of equality within law
is an assessment of legal rights and duties, which is inevitably situated within, and
compared with, other existing allocations of rights and duties. [...] The application
of the distinction equal/unequal within law will be unique to law. Ethics as a system
would not select the same facts for the application of the distinction. This means
both that equality within law is not the same thing as equality within politics and
ethics”, Nobles and Schiff in Luhmann, Law as a Social System (2004) p. 16 and
23-24.

255 Hart, ‘Positivism and the Separation of Law and Morals’ (1958) 71(4) Harv L Rev p.
593, 602, fn. 25.

256 Fateh-Moghadam in Voigt, Religion in bioethischen Diskursen (2010) p. 32.
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A clarification is needed concerning the meaning and scope of this intra-
legal point of view. The standards I shall use to assess legitimacy are to
be found solely within the law and, in particular, within the constitutional
order of the selected jurisdictions. This means that these criteria stem from
the rules on which the legitimacy of the legal systems themselves rests. I do
not intend to join the debate about the existence of a rule of recognition or
a basic rule here.?>” Rather, I will limit myself to assuming that the validity
of the rules of a legal system is, in modern constitutional states, provided by
the rules of the constitutional order.

Therefore, in the following sections I will investigate which constitution-
al tools each jurisdiction provides to guarantee the normative separation of
ethics and the law within their legal system.

B. Constitutional Foundations of the Separation of Ethics and Law
I. Ethical Neutrality of the State in Germany

1. Constitutional Foundations

The principle of ideological (weltanschauliche), ethical and religious neu-
trality of the state is considered a structural criterion of the German con-
stitutional order and has attracted the attention and scientific interest of
several authors.?’® While its contents and scope remain highly contested

257 As it is well known, the views on that are extremely diverse. It is enough to say that
even Hart’s conception of the “ultimate rule of recognition providing authoritative
criteria for the identification of valid rules in the system [...] differs from Kelsen’s in
[...] major respects”, Hart, The Concept of Law (2012) p. 292.

258 Inter alia, Schlaich, Neutralitit als verfassungsrechtliches Prinzip: Vornehmlich im
Kulturverfassungs- und Staatskirchenrecht (1972); Heinig, ‘Verscharfung der oder
Abschied von der Neutralitdt?: Zwei verfehlte Alternativen in der Debatte um den
herkémmlichen Grundsatz religios-weltanschaulicher Neutralitat’ (2009) 64(23) JZ
p. 1136; Huster, Die ethische Neutralitit des Staates (2017); Fateh-Moghadam, Die re-
ligios-weltanschauliche Neutralitit des Strafrechts: Zur strafrechtlichen Beobachtung
religioser Pluralitit (2019); Bornemann, Die religids-weltanschauliche Neutralitt des
Staates (2020); Czermak, Siebzig Jahre Bundesverfassungsgericht in weltanschaulich-
er Schieflage: Fille, Strukturen, Korrekturmaglichkeiten (2021); Miiller, ‘Neutralitat
als Verfassungsgebot?: Der Staat und religiése oder weltanschauliche Uberzeugun-
gen’ [2022](81) VVDStRL p. 251.
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among scholars,?? its validity is broadly recognised as a major guarantee
of value pluralism in society, which the state must always acknowledge and
promote.260

Even the reference to God in the Preamble of the Basic Law could
not undermine the affirmation of a constitutional requirement of religious
neutrality of the state.26! On the contrary, the existence of a constitutionally
founded principle of neutrality offers a compelling argument for a neutral
interpretation of this reference, whereby any attempt to found a Christian
understanding of the state on this allusion to God shall fail.?6> When look-
ing at the origins and the understanding of this allusion to God it becomes
clear that it stands as a cultural reference to a spiritual dimension, including
all forms of religious feelings.26*> This validates an interpretation of this
reference as a fundamental support to the inner convictions and religious
beliefs of the citizens, without denying the state’s adherence to a principle
of religious and weltanschauliche impartiality.264

In German constitutional law the requirement of religious and ethical
neutrality is provided for by the combined provisions of Articles 4(1) (free-

259 As Stefan Huster points out, there is hardly a more controversial principle in consti-
tutional law than that of the secularity or neutrality of the state, see Huster in Albers,
Bioethik, Biorecht, Biopolitik (2016) p. 67. See, for instance, the debate on Juristen
Zeitung 23/2009 and 7/2010 between Huster and Hans Michael Heinig: Heinig,
‘Verscharfung der oder Abschied von der Neutralitdt?’ (2009) 64(23) JZ p. 1136;
Huster, ‘Erwiderung: Neutralitit ohne Inhalt?’ (2010) 65(7) JZ p. 354; Heinig,
‘Schlusswort — Verschleierte Neutralitat’ (2010) 65(7) JZ p. 357, as well as the discus-
sions at the Conference of the Association of German Professors of Constitutional
Law following the contribution by Miiller, ‘Neutralitit als Verfassungsgebot?’ [2022]
(81) VVDStRL p. 251.

260 Bornemann, Die religios-weltanschauliche Neutralitit des Staates (2020) pp. 21 ff.

261 The incipit of the Preamble of the Basic Law reads as follow: “Conscious of their
responsibility before God and man, Inspired by the determination to promote world
peace as an equal partner in a united Europe, the German people, in the exercise
of their constituent power, have adopted this Basic Law”. According to Czermak
and Hilgendorf, Religions- und Weltanschauungsrecht (2018) p. 95, the majority of
constitutional scholars do not grant a specific normative meaning to this reference
to God, especially when interpreted in light of the general constitutional framework
of the Basic Law.

262 Czermak, ;Gott“ im Grundgesetz?’ (1999) 52(18) NJW p. 1300; Huster, Die ethische
Neutralitit des Staates (2017) p. 17; Dreier, Staat ohne Gott: Religion in der sikularen
Moderne (2nd edn 2018) pp. 186-ff.

263 Kref3, Ethik der Rechtsordnung: Staat, Grundrechte und Religionen im Licht der
Rechtsethik (2012) pp. 34 ff.

264 ibid, p. 48.
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dom of faith and of conscience), 3(3) (right to equality), 33(3) (equal enjoy-
ment of civil rights) of the Basic Law, as well as Articles 136(1) (enjoyment
of civil and political rights independently of religious affiliation), 136(4)
(negative right not to be required to perform religious acts) and 137(1) (pro-
hibition of a state church) WRV (the Weimar Constitution) in connection
with Article 140 of the Basic Law. This construction is upheld by several
decisions of the German Federal Constitutional Court that have found that
religious and weltanschauliche neutrality are a binding obligation on the
constitutional state.®> The role of the Federal Constitutional Court has
been particularly pronounced in this field. It has built upon the efforts of
legal scholarship to define the constitutional standard of neutrality and its
concrete consequences for fundamental rights.26¢ According to this case
law, mainly developed in the context of state-church relations, the constitu-
tional state is obliged to assume an impartial position in the face of citizens’
ideological and religious convictions and not to identify with or promote
any particular ethical view.

This stance is the outcome of a long evolution in the Court’s jurispru-
dence, which has progressively reconstructed the principle of state neutrali-
ty from a combined reading of the above mentioned Articles. In the first
judgment that dealt extensively with religious matters, dating back to 1957,
the Court was still a long way from developing this concept. It considered
it ‘inevitable’ that parents belonging to a religious minority might be forced
to assign their children to a school that held a religious ideology different
from their own.?¢” In 1965 however, the constitutional case law explicitly, for
the first time, derived a neutrality requirement from the Basic Law.28 In a

265 At first, this reconstruction of the principle of neutrality was especially relevant
in decisions concerning state-church relations; see the list in Huster, Die ethische
Neutralitit des Staates (2017) p. 13, fn. 31.

266 Lepsius [2022](81) VVDStRL p. 372, 372 underlined how the development of the
neutrality standard has been cultivated since the 1960s and has documented an
innovative interpretative achievement of German constitutional law doctrine in
collaboration with the Federal Constitutional Court. The comment was a reaction
to the criticism in Miiller, ‘Neutralitét als Verfassungsgebot?’ [2022](81) VVDStRL
p. 251, which accused the neutrality standard of not being sufficiently grounded in
the constitutional text and only the product of constitutional case law and creative
doctrine.

267 BVerfG, 26.3.1957, 2 BvG 1/55, in BVerfGE 6, 309 (340) - Reichskonkordat.

268 BVerfG, 14.12.1965, 1 BvR 413/60, 1 BvR 416/60 (BVerfGE 19, 206 - Badische Kirchen-
bausteuer). See Czermak, Siebzig Jahre Bundesverfassungsgericht in weltanschaulich-
er Schieflage (2021) pp. 31-32.
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ruling on church building taxes, the court emphasised that the Basic Law
requires the state to be ideologically and religiously neutral as it shall be
“the home of all citizens”.2%” Privileges towards majority confessions were
therefore to be excluded. Already in this first ruling, neutrality is established
as an essential component of the German constitutional order.?”® In a 1968
judgment it was further specified that the State, being religiously neutral,
must interpret constitutional concepts according to neutral, generally valid,
non-confessional or ideological viewpoints.?”!

However, a real turning point in the case law is first seen in the 1995
judgment on the presence of crucifixes in Bavarian school classrooms.?”?
This was declared incompatible with the respect of the students’ freedom
of faith under Article 4 of the Basic Law. With regard to the concept of
neutrality, the court started from the premise of religious and ideological
pluralism and argued that, under these circumstances, the state can only
ensure peaceful coexistence if it guarantees to be neutral. It therefore
concluded that the legislature has an obligation to refuse to identify with
any religious denomination.?”> More notably, this landmark decision indi-
cated that the principle of neutrality could assume practical significance
for the fundamental rights of citizens. This sparked a debate on the legal
consequences of this requirement and on its enforceability towards the
legislature.?”* According to one interpretation of this judgment, the state’s
compliance with the neutrality requirement was not checked merely inci-
dentally, as an objective requirement for the constitutional validity of the

269 BVerfG, 14.12.1965, 1 BvR 413/60, 1 BvR 416/60, in BVerfGE 19, 206 (216), which
defines the state as “Heimstatt aller Staatsbiirger” (author’s translation). See also
BVerfG, 14.1. 2020 - 2 BvR 1333/17 (BVerfGE 153, 1 - Kopftuchverbot fiir Rechtsrefer-
endarinnen). An English translation of the judgment is available at https://www.bu
ndesverfassungsgericht.de/SharedDocs/Entscheidungen/EN/2020/01/rs20200114
_2bvrl33317en.html accessed 9.8.2022. See Czermak and Hilgendorf, Religions- und
Weltanschauungsrecht (2018) pp. 40-41.

270 Fateh-Moghadam, Die religids-weltanschauliche Neutralitit des Strafrechts (2019) p.
122.

271 BVerfG, 16.10.1968 - 1 BvR 241/66, in BVerfGE, 24, 236 (247, 248) - (Aktion)
Rumpelkammer. For a sharp criticism of this judgment, however, see Czermak,
Siebzig Jahre Bundesverfassungsgericht in weltanschaulicher Schieflage (2021) pp.
37-39.

272 BVerfG, 16.5.1995 - 1 BvR 1087/91 (BVerfGE 93, 1 — Kruzifix), see Czermak, “Zur
weltanschaulichen Schieflage des BVerfG in seiner 70-jahrigen Geschichte’ (2022)
22(3) NJOZ p. 33, 34.

273 BVerfG, 16.5.1995 - 1 BvR 1087/91, in BVerfGE, 93,1 (16-17).

274 Bornemann, Die religios-weltanschauliche Neutralitdit des Staates (2020) pp. 50-53.
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measure, but was part of the very core of the right to freedom of faith and
conscience.?”

While this conclusion is not widely shared, and it was not made explicit
in the Court’s judgment,?”® there is mainly agreement on the characterisa-
tion of the neutrality principle as an objective requirement for state action.
This means that, even if no violation of the fundamental right of the appli-
cants would have been found by the court in the crucifix case, there would
have been no unequivocal consequences for the constitutional admissibility
of the Christian cross in classrooms. Its presence could still conflict with
the principle of neutrality as a structural standard.?””

Furthermore, the relevance of the principle of neutrality in the German
Federal Constitutional Court’s jurisprudence is not limited to matters con-
cerning state’s relations with the Catholic Church. The standard of neutral-
ity has also been applied more generally, scrutinising criteria that can be
used by the state when regulating ethically controversial issues. In its sec-
ond abortion decision of 28 May 1993,278 the Federal Constitutional Court
maintained that the state is not entitled to pass judgment on any particular
religious or philosophical views “because it must remain religiously and
ideologically neutral”.?”® In the Court’s reasoning, the foetus’ right to life
stems directly from its right to dignity and must therefore be protected by
the legal system. If, on the contrary, a right to life could only be accorded
to the unborn child on the basis of particular religious or philosophical
convictions, then there would be neither a legal basis nor a justification for
its protection by the state and thus for the subsequent violation of women’s
fundamental rights.280

275 Asreported in Huster, Die ethische Neutralitit des Staates (2017) at p. 134. According
to Heinig, ‘Verschirfung der oder Abschied von der Neutralitdt?’ (2009) 64(23)
JZ p. 1136, 1137, this conception is confirmed by the Federal Constitutional Court
itself in its ‘Osho’ judgment (BverfG, 26.6.2002 - 1 BvR 670/91, in BVerfGE 105,
279) on state ‘sects warnings’, which transforms the neutrality requirement into a
constitutive element of religious freedom itself.

276 Czermak, Siebzig Jahre Bundesverfassungsgericht in weltanschaulicher Schieflage
(2021) pp. 72-73.

277 H Huster, Die ethische Neutralitit des Staates (2017) p. 130.

278 BVerfG, 28.5.1993 - 2 BvF 2/90, 2 BvF 4/90, 2 BvF 5/92 (BVerfGE 88, 203 -
Schwangerschaftsabbruch II), author’s translation.

279 BVerfG, 28.5.1993 - 2 BvF 2/90, in BVerfGE 88, 203 (252).

280 Fateh-Moghadam in Voigt, Religion in bioethischen Diskursen (2010) p. 45; Huster
in Kopetzki and others, Korper-Codes (2010) p. 24. See, however, Czermak, Siebzig
Jahre Bundesverfassungsgericht in weltanschaulicher Schieflage (2021) pp. 68-71. The
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In other words, the principle of neutrality stands as a requirement
of non-identification, according to which the state cannot promote one
specific ethical or religious belief nor, more generally, appear to identify
with it.28! In doing so the state guarantees its independent support to the
numerous ethical and religious standpoints of the modern pluralist soci-
ety.282 These implications of the neutrality obligation have been reaffirmed
by the Federal Constitutional Court more recently in its decision on the
ban of headscarves for legal trainees. Here it held that the state duty to
maintain ideological and religious neutrality, established by the Basic Law,
encompasses an obligation that the state must be open to the diversity of
ideological and religious beliefs and must not identify with a particular
religious community.283

Under these circumstances, in a state that shall be a ‘home to all citizens’
and to all members of the pluralist society, the political majority is not
authorised to affirm its own moral convictions by means of binding legal
regulations. State measures cannot be grounded on justifications that are
only comprehensible to those who share a certain religious or ideological
belief.284

author points out that this judgment mostly repeated the principles of the first
abortion judgment of 1975 (BVerfG, 25.2.1975 - 1 BvF 1/74, 1 BvF 2/74, 1 BvF 3/74,
1 BvF 4/74, 1 BvF 5/74, 1 BvF 6/74, in BVerfGE 39, 1 - Schwangerschaftsabbruch
I), insofar as the right to life of the embryo is guaranteed since the moment of
nidation. Despite the explicit declaration of neutrality, the Court has thus, in fact,
continued to endorse a morally charged conception of the embryo, which is not
unambiguously inferred from Basic Law. However, the unambiguous statement
concerning neutrality remains relevant to the purpose of the thesis.

281 Dreier, Staat ohne Gott (2018) p. 98.

282 An important element of this understanding of the principle of neutrality is that
it poses an obligation of independence and impartiality on the part of the state,
but not the rejection of any religious belief in a negative sense. On this concept
of positive neutrality, see Bornemann, Die religios-weltanschauliche Neutralitit des
Staates (2020) pp. 155 ff.

283 BVerfG, 14.1. 2020 - 2 BvR 1333/17 (BVerfGE 153, 1 - Kopftuchverbot fiir Rechtsrefer-
endarinnen). Czermak, Siebzig Jahre Bundesverfassungsgericht in weltanschaulicher
Schieflage (2021) pp. 135-ff considers this judgment a step towards a more consistent
constitutional jurisprudence on the principle of neutrality. However, see remarks
in Rudolph, ‘Neutralitit — eine unverzichtbare Norm von begrenzter Tauglichkeit’
(2021) 54(4) KJ p. 435, according to whom the wearing of religious objects may not
necessarily be an unequivocal sign of the partial attitude of the civil servant.

284 Huster in Kopetzki and others, Kérper-Codes (2010) p. 18; Dreier, Bioethik: Politik
und Verfassung (2013) pp. 16 ff.
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From this concern for comprehensibility and acceptability stems the
most widely embraced, albeit not uncriticised,?® conception of neutrality.
Namely, that of neutrality understood as a justification requirement. Thor-
oughly theorised by Stefan Huster,?% the standard of neutrality of justifica-
tion requires the state to always provide a religiously and ethically neutral
justification for its regulatory actions.?%”

The concept of neutrality as a neutrality of justification is based on
two constitutional foundations.?8® It would not be sufficient to ground the
standard of neutrality on the principle of freedom of faith and religion
alone. This only guarantees that the individual has freedom to decide on
fundamental ethical issues.?® To imply that the state must also remain
fundamentally neutral with regard to different religious and ideological
conceptions it is necessary to refer to the principle of equality as well.2°
Freedom of religion and belief is granted strengthened protection in the
Basic Law through the prohibition of discrimination on the basis of faith
and religious belief in Article 3(3) sentence 1.2°' This ensures that different
concepts of freedom cannot be treated differently. The state is thus prohibit-
ed from taking a position on religious convictions and basing its measures
on such evaluations.?®?> Since the scope of protection for freedom of reli-
gion and belief must be interpreted in a neutral manner, any interference
with fundamental rights can only be justified if it is based on neutral,
non-religious views.2”> By contrast, admitting justifications merely based on
one specific religious or moral judgment, not shared by all members of

285 See, for instance, Heinig, ‘Verscharfung der oder Abschied von der Neutralitat?’
(2009) 64(23) JZ p. 1136 and Bornemann, Die religios-weltanschauliche Neutralitdt
des Staates (2020) pp. 219 ff.

286 Mainly in Huster, Die ethische Neutralitit des Staates (2017). See also Czermak and
Hilgendorf, Religions- und Weltanschauungsrecht (2018) pp. 99-100.

287 This theorisation also correlates with the concept of justification neutrality adopted
as a theoretical foundation of this thesis, see in this Chapter, sec. A.IL.2.

288 Huster in Kopetzki and others, Kérper-Codes (2010) p. 18.

289 In other words, “[f]reedom is not necessarily equal freedom” (author’s translation),
Huster, Die ethische Neutralitdt des Staates (2017) pp. 89 and 652.

290 ibid, pp. 652-653. An institutional level can be added to these two foundations of
neutrality, according to which no state church exists in Germany, see Dreier [2022]
(81) VVDSIRL p. 367, 367-368. See also Czermak and Hilgendorf, Religions- und
Weltanschauungsrecht (2018) pp. 33 and 89; Dreier, Staat ohne Gott (2018) p. 98.

291 Huster, Die ethische Neutralitit des Staates (2017) p. 220.

292 ibid, p. 221.

293 ibid, p. 653.
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society, would imply a lack of equal respect for all citizens holding different
convictions and beliefs.?%4

Therefore, within the framework of this theory, the reasons supporting a
certain legal provision are of great relevance for its legitimacy. As a result,
an ethically or religiously charged regulation might not only be inconsistent
and implausible?® but also unconstitutional.?*® With respect to possible
interference in individuals’ fundamental rights, the principle of neutrality
operates at an even prior stage to that of proportionality.?°” As the principle
of religious and ideological neutrality is a self-standing requirement of
objective law, the very aims that the state can legitimately pursue are bound
to meet this standard. Before the constitutional balancing of two interests
can take place, it will be necessary to assess whether these interests are
both legitimately placed on one side of the constitutional scale in the first
place. The interest pursued by the legislature would be unconstitutional
if it is not, on the one hand, driven by a legal necessity of protecting
fundamental rights or other constitutional interests and, on the other hand,
referable to a neutral justification. Thus, the neutrality check precedes the
proportionality assessment and protects individuals from interferences in
their fundamental rights “for the wrong reason”.2%8

In the framework of neutrality of justification, respect for the neutrali-
ty requirement cannot be determined by assessing the effects of a given
state provision, but only by evaluating the acceptability of the justification
behind it. Whether this constitutes a satisfying yardstick is disputed. For,
it would in fact always be possible to give some neutral reason for norms
that in practice could have effects that favour one religion or belief over
another. 22 This seems to be even more true when one considers that
neutrality is not evaluated against the actual justification of the norm in

294 Huster in Kopetzki and others, Korper-Codes (2010) p. 18.

295 Especially with regard to the field of health law and bioethics, see Spranger,
Recht und Bioethik (2010); Kersten in Rixen, Die Wiedergewinnung des Menschen
als demokratisches Projekt: Neue Demokratietheorie als Bedingung demokratischer
Grundrechtskonkretisierung in der Biopolitik (2015).

296 Huster, Die ethische Neutralitdt des Staates (2017) p. LXII.

297 ibid, p. 655.

298 ibid, p. 112 (author’s translation). However, the requirement of neutrality could
also be conceived as part of the principle of proportionality in a broader sense,
see Fateh-Moghadam, Die religids-weltanschauliche Neutralitdt des Strafrechts (2019)
pp. 132133,

299 Bornemann, Die religios-weltanschauliche Neutralitdt des Staates (2020) pp. 230-ff.

85



https://doi.org/10.5771/9783748918912
https://www.inlibra.com/de/agb
https://creativecommons.org/licenses/by/4.0/

Chapter 1: Theoretical and Constitutional Foundations

question,3° but rather on the basis of finding any possible ethically and
religiously neutral reason supporting it.3!

As a consequence, even a very strong influence of religious or philo-
sophical reasons in the political and parliamentary discussions concerning
ethically controversial issues would not per se bring about a violation of
the principle of neutrality. This would be respected if the final compromise
reached in the political sphere leaves room for a neutral justification ac-
cording to which the solution is considered as reasonably acceptable to
virtually all individuals.

It is nonetheless true that the neutral justification found in this manner
must also be reasonable and legitimate from a constitutional perspective.

To begin with, the neutral justification must be sufficient and necessary
for the implemented measure. This means, firstly, that the norm must
remain strictly proportionate to the realisation of the aim which constitutes
the justification itself.392 This requirement is not met, for instance, when
the resolution of the conflict between two interests results imbalanced due
to the weight of ethical interests that should have not been brought into the
balancing act.3%® In such cases, as theorised by Tade Matthias Spranger, the
norm acts as a “Trojan horse” 304 for ethical considerations in the law, and
the division between ethics and law is violated.

Secondly, the justification must be plausible. Indeed, in many instances
the only neutral explanation possible could appear clearly “speculative or
unsubstantiated”.3®*Within the framework of this dissertation the possible
existence of ethically neutral reasons for decisions to ration health resources
must be acknowledged and is not seen as problematic. Ethically neutral
justifications, such as the natural limitation of the public healthcare sys-
tem’s means, shall certainly play a role in state decisions. Nonetheless,
the possibility of providing neutral justifications remains conditioned on
their plausibility.3¢ The plausibility test requires a scrutiny of the empirical

300 Also considering that the legislature is not obliged to provide an official written
justification for new laws, see Bornemann, Die religids-weltanschauliche Neutralitit
des Staates (2020), fn. 377.

301 As explicitly stated in Dreier, Staat ohne Gott (2018) p. 108.

302 Huster, Die ethische Neutralitdt des Staates (2017) pp. 664 ff.

303 Spranger, Recht und Bioethik (2010) pp. 38-39.

304 ibid, p. 38.

305 Huster, Die ethische Neutralitdt des Staates (2017) p. LXIII (author’s translation).

306 Huster in Kopetzki and others, Kérper-Codes: Moderne Medizin, individuelle Hand-
lungsfreiheiten und die Grundrechte (2010) p. 30.
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premises of the justification.?” The refusal to reimburse a controversial
technology based on financial constraints, for instance, will not be plausible
if its inclusion in the public healthcare system makes it possible to waive
a more expensive service or otherwise improves cost-effectiveness. In such
case, room is left for the requirement of ethical and religious neutrality, as a
neutrality of justification, to assume a substantial role.

2. Ethical Neutrality of the State in the Field of Health Technologies

a Neutrality of the State and the Fundamental Right to Personal Freedom
and Physical Integrity

As acknowledged above,3%8 recent scientific progress in the field of health-
care and reproductive technologies is not always uncontroversial. Ever
since safe professional abortion services and new abortive drugs became
more readily available it became clear that the assessment of the accept-
ability and desirability of certain medical technologies is liable to differ
substantially amongst members of society. The existence of such diversity
continues to be proven true by the strong ethical debates that regularly
arise in the public sphere in Germany whenever an innovative technology
for diagnosis or treatment is developed whose ethical implications are
uncertain or contested amongst individuals holding different moral convic-
tions. It is sufficient to consider the case-studies previously introduced3%®
and, inter alia, the discussions on stem cells research and treatments,?°
genetic screening of new-borns and direct-to-consumer genetic testing,*!!

307 ibid. As examples of implausible arguments, Huster mentions the use of the pro-
motion of human reproduction as a justification for the indivisibility of marriage
(Huster, Die ethische Neutralitit des Staates (2017) pp. 556-ff) as well as the use of
slippery slope arguments (the assertion that acceptance of abortion would bring
about a general weakening of the protection of life in a society and the claim that
access to PGD would call into question the right to life of people with disabilities),
see Huster in Kopetzki and others, Kérper-Codes (2010) p. 30.

308 See Chapter I, sec. A.L

309 See Chapter 1, sec. A.L3.b.

310 See the opinion of the German Ethics Council, Nationaler Ethikrat, “Zur Frage einer
Anderung des Stammzellgesetzes: Stellungnahme’ (2007) <https://www.ethikrat.o
rg/fileadmin/Publikationen/Stellungnahmen/Archiv/Stn_Stammzellgesetz.pdf>
accessed 2.2.2021.

311 Both addressed in the opinion of the German Ethics Council: Deutscher Ethikrat,
‘The Future of Genetic Diagnosis: From Research to Clinical Practice’ (2013)
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genome editing in the human germline,®? transgender and intersexuality
treatments,® assisted suicide’'* This anecdotal and not exhaustive list
merely serves the purpose of demonstrating how frequently the German
legislature is confronted with the emergence of ethically controversial tech-
nologies and has the difficult task of assessing the appropriateness of their
prohibition or regulation. Against this background, as will be demonstrat-
ed throughout the thesis, criminal law was often instrumentalised by the
lawmaker as their first reaction to the situation of ethical uncertainty or
undesirability. This tool has often been used in a repressive manner, aimed
at protecting societal and moral interests form an undifferentiated recourse
to the new possibilities offered by scientific and technological progress in
healthcare 3>

Nonetheless, in the constitutional framework outlined above, such a
response to newly developed health technologies must also fall within the
limits imposed by the requirement of ethical and religious state neutrali-
ty.31 In those instances the principle of neutrality operates on the level
of objective law and furthermore affects the constitutional legitimacy of
fundamental rights violation.

<https://www.ethikrat.org/fileadmin/Publikationen/Stellungnahmen/englisch
/opinion-the-future-of-genetic-diagnosis.pdf> accessed 28.9.2021.

312 Deutscher Ethikrat, ‘Intervening in the Human Germline: Opinion: Executive Sum-
mary and Recommendations’ (2019) <https://www.ethikrat.org/fileadmin/Publikat
ionen/Stellungnahmen/englisch/opinion-intervening-in-the-human-germline-sum
mary.pdf> accessed 2.2.2021

313 Deutscher Ethikrat, ‘Intersexuality: Opinion’ (2012) <https://www.ethikrat.org/
fileadmin/Publikationen/Stellungnahmen/englisch/opinion-intersexuality.pdf> ac-
cessed 2.2.2021.

314 Deutscher Ethikrat, “The regulation of assisted suicide in an open society: German
Ethics Council recommends the statutory reinforcement of suicide prevention: Ad
Hoc Recommendation’ (2014) <https://www.ethikrat.org/fileadmin/Publikationen
/Ad-hoc-Empfehlungen/englisch/recommendation-assisted-suicide.pdf> accessed
2.2.2021.

315 As will be illustrated when analysing the case of PGD, see Chapter 2, sec. A.L.

316 See, however, the partially different opinion of Czermak and Hilgendorf, Religions-
und Weltanschauungsrecht (2018) pp. 100-101. According to the authors, the legis-
lature will necessarily have to take a stance in the field of health technologies. The
lawmaker must justify its stance with considerations that are generally acceptable
as reasonable by society as a whole, but some ideological positions will naturally
be favoured over others. In the authors’ view, the resulting legitimisation of the
measures derives here from it being “an attempt to do the right thing” (author’s
translation) rather than from the neutrality of the justification.
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According to an objective constitutional standard of neutrality, criminal
law cannot be used to merely impose one particular ethical or religious
standpoint.3” All the more so in an area, such as that of controversial
health and reproductive technologies, characterised by widespread moral
disagreement amongst the members of a pluralist society. Under these
circumstances, no criteria drawn from outside the legal system, such as
form religious convictions or from a particular ethical or moral standpoint,
can play a role in the enforcement of criminal law on all citizens.?'

The imposition of criminal sanctions on the performance of certain
medical treatments or on the use of a given health technology also triggers
the protection of Article 2 of the Basic Law, since it constitutes a restriction
of the individual’s personal freedom (Art.2(1) of the Basic Law) and right
to life and physical integrity (Art.2(2) of the Basic Law) in their negative
dimension (as Abwehrrechte). State measures involving such restrictions are
only legitimate if they can be constitutionally justified and if they respect
a strict proportionality principle. As elucidated above, the requirement of
ethical and religious neutrality of justification joins the proportionality
criterion in the assessment of the constitutional legitimacy of the measure.
The neutrality check must be conducted before the proportionality assess-
ment since compliance with the neutrality standard does not involve a
balancing test.3® The constraints placed on state actions by the principle
of religious and ideological neutrality are a self-standing requirement of
objective law, whose cogency is not affected by the intensity of the infringe-
ment on the individual’s fundamental rights.3?° Thus, the fundamental
and negative dimension of individuals’ rights protects them from both
disproportionate interferences and arbitrary interventions that cannot be
neutrally justified.?!

Thereby the principle of ethical neutrality of the state also offers a pro-
tection against state paternalism in healthcare.3?? The state cannot ban
certain health technologies on the simple grounds that they conflict with a

317 Fateh-Moghadam, Die religids-weltanschauliche Neutralitit des Strafrechts (2019) p.
93.

318 Fateh-Moghadam in Voigt, Religion in bioethischen Diskursen (2010) pp. 43-ff.

319 Huster, Die ethische Neutralitit des Staates (2017) p. 655.

320 ibid.

321 Huster in Kopetzki and others, Korper-Codes (2010) p. 26; Huster, Die ethische
Neutralitit des Staates (2017) p. 112.

322 See, inter alia, Fateh-Moghadam in Voigt, Religion in bioethischen Diskursen (2010)
p. 45; Huster, Die ethische Neutralitit des Staates (2017) p. LXIII; Reitter, Rechtspa-
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certain ethical conviction, not least because the right to physical integrity
is relevant to the right of self-determination and to the very dignity of the
individual. At the core of this dignity lies the possibility of living one’s life
according to one’s personal moral and religious convictions.*?* In the same
way, the right to personal freedom and free development of the personality
are also protected from a majoritarian imposition of a morally or ethically
correct use of one’s personal freedom.3>*

The second decision on abortion of the Federal Constitutional Court
can once again be quoted to exemplify the functioning of the neutrality
principle in those instances. According to this decision the imposition of
restrictions on access to abortion is legitimate and justified. The protection
of the interests that it aims to safeguard is demanded by the constitutional
framework and not by the adherence to a particular Weltanschauung or
religious dogma. The protective scope of the right to life must be defined
in an ethically and religiously neutral manner by deriving it from the right
to dignity.3*> In balancing the foetus’ right to life with the woman’s rights
to physical integrity the state can and must use only criteria internal to the
legal system to define the scope of, and to balance, the various constitution-
al principles involved, thereby deciding on a proportionate regulation of
access to abortion. This implies that, conversely, in circumstances where
the protection offered by the constitutional framework is oriented towards
the primacy of women’s rights in the balancing act and thus towards the
decriminalisation of abortion procedures, no ethical concern alone can be
taken as sufficient justification for overcoming this outcome.3?

ternalismus und Biomedizinrecht: Schutz gegen den eigenen Willen im Transplanta-
tionsgesetz, Arzneimittelgesetz und Embryonenschutzgesetz (2020).

323 Huster and Schramme in Huster and Schramme, Normative Aspekte von Public
Health (2016) p. 53 ff; Krefner, Gesteuerte Gesundheit: Grund und Grenzen ver-
haltenswissenschaftlich informierter Gesundheitsforderung und Krankheitsprdvention
(2019) pp. 241, 347 ff.

324 Huster in Kopetzki and others, Korper-Codes (2010) p. 23; Ammann, Medi-
zinethik und medizinethische Expertengremien im Licht des dffentlichen Rechts: Ein
Beitrag zur Losung von Unsicherheiten im gesellschaftlichen Umgang mit lebenswis-
senschaftlichen Fragestellungen aus rechtswissenschaftlicher Perspektive (2012) p. 607;
Huster, Die ethische Neutralitdt des Staates (2017) pp. 105-ff.

325 BVerfG, 28.5.1993 - 2 BvF 2/90, in BVerfGE 88, 203 (252). For the literature, see
supra at n. 280.

326 This happens, for instance, when the life of the mother is at stake, see BVerfG,
25.2.1975 - 1 BvF 1/74, in BVerfGE 39, 1 (49).
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Ultimately, a twofold effect of the principle of neutrality on the negative
dimension of fundamental rights in the field of healthcare can be observed.
Not only must the content and the scope of protection of each fundamen-
tal right be determined neutrally, but their violation by means of state
regulations can also only be legitimate if justified by an ethically neutral
purpose.” It must be possible to justify such regulations independently
of adherence to a particular ethical or religious position.3?® Moreover, the
assessment of neutrality comes before the evaluation of proportionality of
the interference and thus does not depend on the intensity of the state’s
interference with the rights at stake.

b Neutrality of the State and the Statutory Health Insurance

The previous section dealt with the neutrality standard against which to
assess state measures interfering with the rights to life, physical integrity
and autonomy in their negative dimension protecting the individual against
state interventions. For the purposes of this dissertation it is also essential
to investigate the neutrality requirement for state measures taken in the
framework of the implementation and development of a public healthcare
system characterised by statutory health insurance (Gesetzliche Krankenver-
sicherung, GKV). State action in this area is demanded by the positive
aspect of the right to life and physical integrity, involving a state’s positive
obligation to protect and actively promote individuals’ rights.

In contrast to the defence against state measures, this positive component
of the right to life and physical integrity does not oblige the state to abstain
from action, but rather to undertake measures and activities that promote
and guarantee the conditions that enable individuals to fully enjoy their
rights. A sufficient provision of healthcare is indeed an essential element for
the exercise of the right to life and physical integrity and it must be guar-
anteed by the state, as confirmed by the Federal Constitutional Court.>?
According to this case law, fundamental rights do not only have a negative

327 Huster in Kopetzki and others, Korper-Codes (2010) pp. 22-ff.

328 Fateh-Moghadam, Die religids-weltanschauliche Neutralitit des Strafrechts (2019) p.
9L

329 See the first abortion decision of the Federal Constitutional Court, where a state
obligation to protect is derived by the right to life of the foetus, BVerfG, 25.2.1975 - 1
BvF 1/74 (BVerfGE 39, 1).
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dimension but also encompass an objective requirement for the state to act
in a protective and supportive manner, which binds the legal order as a
whole and affects all levels of state action.** This serves as a legal basis for
the state’s duty to protect.3!

Although no mention is made in the Basic Law of a positive or social
right to healthcare,? its existence becomes clear from a combined reading
of Articles 2(2) and 20 of the Basic Law. The latter defines the Federal
Republic of Germany as a social state, thus imposing a normative objective
law requirement on state action, namely the respect of the principle of the
welfare state.333

The public healthcare insurance system is implemented through the pro-
visions of the Fifth Book of the Social Code (SGB'V, Sozialgesetzbuch), in
which it is maintained at § 27 that individuals who are insured are entitled
to the necessary healthcare treatments. The guidelines of the Federal Joint
Committee (G-BA, Gemeinsamer Bundesausschuss) are of the utmost im-
portance for the exact determination of the benef