MEDICINSKA
ETIKA

&
BIOETIKA

OBSAH / CONTENTS

MEDICAL
ETHICS

&
BIOETHICS

CASOPIS

PRE
MEDICINSKU ETIKU
A BIOETIKU

JOURNAL

FOR

MEDICAL ETHICS
AND BIOETHICS

ISSN 1335-0560

BRATISLAVA, SLOVAK REPUBLIC
Spring - Summer 2014 Vol. 21 No. 1 -2

H Citaty/Quotations 1
- Helsinki Declaration (2013) World Medical Association ......................... 1
W Povodné price/Original Papers 2

- Object of Property or Human Being? The Status of the Human Embryo

before the Grand Chamber of the European Court of Human Rights

(Case of Parrillo v. Italy) / Predmet vlastnictva alebo I'udska bytost?

Status I'udského embrya pred Velkou komorou Eurépskeho studu

pre ludské prava (pripad Parillo vs. Taliansko).

M. Casini, C. Casini, J. Meaney, M. Sulekovi, A. G. Spagnolo ............... 2

H Dokumenty/Documents .14

- Memorandum of the International Conference “Stem Cell Technologies:

Clinical, Scientific, Legal and Ethical Aspects in the European Union”,

Kaunas, Lithuania, October 10 - 11, 2013.

/Memorandum medzinirodnej konferencie ,Technolégie kmefiovych

buniek: klinické, vedecké, pravne a etické aspekty v Europskej unii,

Kaunas, Litva, 10. = 11. OKtODIa 2013 ...c.coovieieieeieeeeeeeeeeeeeee s 14
- Consensus Framework for Ethical Collaboration between Patients’

Organisations, Healthcare Professionals and the Pharmaceutical

Industry./Konsenzudlny rimec etickej spolupriace

medzi pacientskymi organizaciami, zdravotnickymi pracovnikmi

a farmaceutickym priemyslom. IAPO, ICN, IFPMA, FIP and WMA ............ 15

W Konferencie/Conferences 16

- 6. konsenzny workshop - Klinické skusanie produktov a lieckov

v SR v roku 2014, MZ SR, 2.4.2014./6th Consensus Worskhop

- Clinical Trials of Medicinal Products and Drugs in SR

in 2014, MH SR, 2.4.2014. J. GIASA ....covvvveeeeeeeeeeeneeeeneeeiseecessesessssesinees 16

CITATY / QUOTATIONS!

Helsinki Declaration (2013)

8. While the primary purpose of medical research is to generate new know-
ledge, this goal can never take precedence over the rights and interests of indi-
vidual research subjects.

Risks, Burdens and Benefits

16. In medical practice and in medical research, most interventions involve
risks and burdens. Medical research involving human subjects may only be con-
ducted if the importance of the objective outweighs the risks and burdens to
the research subjects.

17. All medical research involving human subjects must be preceded by care-
ful assessment of predictable risks and burdens to the individuals and groups in-
volved in the research in comparison with foreseeable benefits to them and
to other individuals or groups affected by the condition under investigation. Mea-
sures to minimise the risks must be implemented. The risks must be continu-
ously monitored, assessed and documented by the researcher.

18. Physicians may not be involved in a research study involving human sub-
jects unless they are confident that the risks have been adequately assessed
and can be satisfactorily managed. When the risks are found to outweigh the
potential benefits or when there is conclusive proof of definitive outcomes, phy-
sicians must assess whether to continue, modify or immediately stop the study.

Vulnerable Groups and Individuals

19. Some groups and individuals are particularly vulnerable and may have an in-
creased likelihood of being wronged or of incurring additional harm. All vulne-
rable groups and individuals should receive specifically considered protection.

20. Medical research with a vulnerable group is only justified if the research
is responsive to the health needs or priorities of this group and the research
cannot be carried out in a non-vulnerable group. In addition, this group should
stand to benefit from the knowledge, practices or interventions that result
from the research.

Taken from the World Medical Association web page at http:;//www.wma.net/en/30publica-
tions/10policies/b3/
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(Case Parillo v. Italy)
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'European Parliament, Committee on Constitutional Affairs,
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The case before the European Court of Human Rights
(ECHR)

The Grand Chamber of the European Court of Human Rights
(hereinafter ECHR) is to rule soon on the matter of the sta-
tus of the human embryo in the case of Adelina Parrillo v. Ita-
ly (Application n. 46470/11). Are human embryos property, or
do they have human rights? This is the dilemma that is soon
to be faced by the seventeen judges of the Grand Chamber.

In 2002 after Adelina Parrillo, a 48-year-old Italian woman
and her partner, opted to have children by means of in vitro
fertilization (hereinafter IVF). The woman suffered from
endometriosis, a condition where tissue similar to the endo-
metrial lining of the womb is found outside the womb. This
causes discomfort during menstruation, pain in the pelvis
and other areas, and can cause infertility. Five embryos were
created for this purpose, stored and frozen for implantation
at a later date. In 2003, her partner died and she gave up the
pursuit of the implantation of the embryos.

In 2004, the Italian Law n. 40 of 19 February 2004 passed,
whose Art. 13 prohibits experimentation on human embryos,
even for the purposes of scientific research.

The applicant wished to donate the embryos for scientific
research. However Italian law prohibited her from donating
her embryos for this purpose, obliging her to keep them in
a state of cryopreservation until they will no longer be viable.
So in 2011 (July 26) the applicant applied directly to the
ECHR, without exhausting national remedies, alleging that
Art. 1 of Protocol n. 1 of European Convention for the Pro-
tection of Human Rights and Fundamental Freedoms [1]
(hereinafter Convention), Art. 10 and Art. 8 of Convention,
were breached by this law that banned her from making her
embryos available for destructive scientific research. In
other words the applicant claims: 1) her right of “property”
over the five frozen embryos, 2) the right of freedom of
expression, a fundamental aspect of which is freedom to do
scientific research; 3) her right to respect for her private life.

The Second Section of the ECHR ruled on 28 May 2013 re-
jecting the alleged violation of Article 10 of the Convention
(absence of the applicants’ quality as victims [2]), but
declaring the other two issues admissible [3].

The case is very significant and alarming, because it is the
first time that the legal status of the human embryo is chal-
lenged in such a drastic way [4]. According to the applicant,
the human embryo is a mere thing that can be owned, used,
or destroyed, as an object of her property. It is true that Mrs.
Parrillo invokes also Art. 8 of the Convention, but the argu-

ment of privacy is very tied to that regarding the value of
the embryo. Indeed, if a right to property of the applicant
doesn’t exist, neither is there a violation of her private and
family life. In this case-law the applicant doesn’t want, as in
other cases-law before the ECHR, to have children by means
of medical assistance and to raise them [5]. She is in fact not
raising an issue regarding family life or private life. A breach
of Art. 8 could be assumed for the right to manage one’s
own property, but only if the human embryo is a thing, and
so the claim of a violation of privacy would be a consequence
of a claim of the right to property.

Experimentation on human embryos
in the Oviedo Convention

In order to rule favourably to the Italian law, it is sufficient
to consider Art. 18 (“Research on embryos in vitro”) of the
Oviedo Convention on Human Rights and Biomedicine of 4
April 1997 [6] (hereinafter Oviedo Convention), which sta-
tes: “Where the law allows research on embryos in vitro, it
shall ensure adequate protection of the embryo.” This means
that the experimentation on human embryos can be allowed
or banned by Member States.

So it is not possible to assert that the Italian ban breaches hu-
man rights, because the same Convention on Human Rights
and Biomedicine recognizes the right to prohibit the killing
of embryos. In other words, the Oviedo Convention permits
Member States to allow or prohibit research on embryos in vit-
ro. The Italian law chose prohibition, so the appellant cannot
demand that the five embryos be used for scientific aims.

Art. 18 adds further: “The creation of human embryos for re-
search purposes is prohibited.” This clear ban wouldn’t have
meaning if the principal aim was to promote research. Vice
versa, the whole of Art. 18 goes in the direction of restricting re-
search on human embryos: even where it is allowed by domes-
tic law, the law “shall ensure adequate protection of the emb-
ryo”. Although the criterion to evaluate the adequateness is
not very clear, it is sure that some limits are compulsory.

From within Art. 18, there is clearly an unfavourable, rather
than favourable attitude regarding the legality of experimen-
tation on embryos. The general rule is that protection exists
for embryos even in the earliest phases of their existence
and the prohibition on experimentation is rigorously enfor-
ced. The lawfulness of experimentation is an exception.

The Convention of Oviedo put forward three recommenda-
tions to the Parliamentary Assembly of the Council of Euro-
pe 934 (1982) on genetic engineering [7]; 1046 (1986) on
the use of human embryos and foetuses for diagnostic, thera-
peutic, scientific, industrial and commercial purposes [8]
and 1100 (1989) on the use of human embryos and foetuses
in scientific research [9].

The content of these recommendations is very vast. One is re-
minded only of the request “to forbid any creation of human
embryos by in vitro fertilisation for the purposes of research”
[10] the ban on experimentation using living human emb-
ryos, whether viable or not [11], the statement that “No in-
tervention for diagnostic purposes, other than those already
authorized under national legislation, on the living embryo
in vitro [...] shall be permitted, unless its object is the well-
being of the child to be born and the promotion of its develop-
ment [...] that is, to facilitate its development and birth” [12].

Recommendation 1100 (1989), section B, specifically dedi-
cated to scientific research and/or experiments on live preim-
planted embryos (zygotes), clearly distinguishes between
living and non-living embryos. It recommends that research
on living embryos should be prohibited particularly “if the
embryo is viable” and “if it is possible to use an animal model’.

Consistent trends in this direction emerge also from the Eu-
ropean Parliament resolutions of 16 March 1989 [13], Direc-
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tive 98/44 of the European Parliament and of the Council of
6 July 1998 on the legal protection of biotechnological in-
ventions [14], and the European Court of Justice’s decision
in the case Bristle v. Greenpeace (Case C-34/10, 18 October
2011) [15].

Following Art. 18 of the Oviedo Convention, the full legiti-
macy of Art. 13 of the Italian Law 40/2004, which bans any
experimentation on human embryos, is clearly supported.

The case of Parrillo v. Italy clearly has no merit after consul-
ting article 18 of the Convention of Oviedo. The Parrillo case
is connected, however, to these three other questions of great
judicial relevance. These regard:

a) the principle of the wide margin of appreciation of Sta-
tes in questions of bioethics,

b) the legal status of the human embryo in the European
Law,

¢) the compatibility and coherence of Law 40/04 with the
European Law.

The margin of appreciation doctrine in the ECHR’s
jurisprudence on bioethics case-law

The principle of the wide margin of appreciation given to
States has the effect of preventing the ECHR from pronoun-
cing a censure on certain domestic laws. It is advisable to in-
dividualize the grounding, the limits, and conditions of this
principle as resulting from some decisions in the field of
bioethics.

The case of Fretté v. France (Application n. 36515/97; issued
2 February 2002) [16] concerned the legitimacy of prohibi-
ting homosexual marriage and the adoption of a minor by a
homosexual person: “the Contracting States enjoy a certain
margin of appreciation in assessing whether and to what
extent differences in otherwise similar situations justify a
different treatment in law. The scope of the margin of ap-
preciation will vary according to the circumstances, the sub-
ject matter and the background; in this respect, one of the
relevant factors may be the existence or non-existence of
common ground between the laws of the Contracting Sta-
tes” (n. 40); “By reason of their direct and continuous con-
tact with the vital forces of their countries, the national
authorities are in principle better placed than an interna-
tional court to evaluate local needs and conditions. Since
the delicate issues raised in the case, therefore, touch on
areas where there is little common ground amongst the
member States of the Council of Europe and, generally spea-
king, the law appears to be in a transitional stage, a wide
margin of appreciation must be left to the authorities of
each State” (n. 41); “If account is taken of the broad margin
of appreciation to be left to States in this area and the need
to protect children's best interests to achieve the desired ba-
lance, the refusal to authorize adoption did not infringe the
principle of proportionality” (n. 42).

In the case of Christine Goodwin v. United Kingdom (Appli-
cation n. 28957/95; ruling of 11 July 2002) [17] regarding
the refusal to accept the marriage of a transsexual who chan-
ged sex from male to female the Court affirmed: “In accor-
dance with the principle of subsidiarity, it is indeed primari-
Iy for the Contracting States to decide on the measures ne-
cessary to secure Convention rights within their jurisdiction
and, in resolving within their domestic legal systems the
practical problems created by the legal recognition of post-
operative gender status, the Contracting States must enjoy a
wide margin of appreciation” (n. 85).

In the ruling of 5 September 2002 in the case of G. Boso v.
Italy (Application n. 50490/99) [18], the plaintiff sought
compensation for the infringement of his right as a father
and of the unborn child’s right to life. His wife, who was
pregnant, decided to have an abortion despite his opposi-

tion according to Art. 5 of Law n. 194 of 1978, by which she
alone had the right to decide whether to undergo an abor-
tion. The ECHR responded that: “In the Court’s opinion,
such provision strikes a fair balance between, on the one
hand, the need to ensure protection of the foetus and, on
the other, the woman’s interests. Having regard to the con-
ditions required for the termination of pregnancy and to
the particular circumstances of the case, the Court does not
find that the respondent State has gone beyond its discre-
tion in such a sensitive area” (The Law, n. 1).

Regarding the wide appreciation afforded to States in cer-
tain cases by the ECHR, the case of Vo v. France (Applica-
tion n. 53924/00), 8 July 2004 is particularly significant
[19]. Mrs. Thi-Nho Vo went to a hospital for a medical exami-
nation scheduled during the sixth month of pregnancy, but
the doctor believed she was there to have an intrauterine
device removed. The doctor pierced the amniotic sac cau-
sing the loss of a substantial amount of amniotic fluid. In
French law there was no legislation for manslaughter
through abortion, however the plaintiff Thi-Nho Vo, whose
doctor caused the miscarriage of her six-month pregnancy,
obtained from the Appeals Court in Lyon a sentence of
manslaughter by abortion. However, the sentence was an-
nulled by the Court of Cassation and Thi-Nho Vo appealed
to the ECHR invoking article 2 of the Convention to defend
the unborn child’s right to life. The Court responded that
“the issue of when the right to life begins comes within the
margin of appreciation which the Court generally considers
that States should enjoy in this sphere, notwithstanding an
evolutive interpretation of which must be interpreted in the
light of present-day conditions” (n. 82). The ECHR, there-
fore, recognizes (no. 84) that human embryos are members
of the human species, and this can be regarded as a common
denominator in the legislations of European States (“At best,
it may be regarded as common ground between States that
the embryo/foetus belongs to the human race"). They fur-
ther declare that: “the Court has stated on a number of occa-
sions that an effective judicial system, as required by Article
2, may, and under certain circumstances must, include re-
course to the criminal law. However, if the infringement of
the right to life or to physical integrity is not caused inten-
tionally, the positive obligation imposed by Article 2 to set
up an effective judicial system does not necessarily require
the provision of a criminal-law remedy in every case"(n. 90).

The ruling in Vo v. France was cited by the ECHR in deci-
ding on the case of Evans v. United Kingdom (Application n.
6339/05), by the Grand Chamber on 10 April, 2007 [20].
This decision pays particular attention to the definition of
the content and the meaning of the “margin of apprecia-
tion”, regarding both the interpretation of Article 2, and of
Article 8 of the Convention.

Mrs. Evans had serious pre-cancerous tumours in both ova-
ries necessitating their removal. Before undergoing the ope-
ration to remove her ovaries the applicant and her husband,
commenced treatment for IVF. She was told that she should
wait two years before attempting to implant any of the
embryos in her uterus. Mrs. Evans with the full consent with
her husband had their six embryos frozen while she waited
for the procedure to transfer them to her uterus. However
the relationship broke down. After the separation of the
couple, the woman requested the transfer of the embryos
which her partner opposed. Mrs. Evans appealed first to the
law courts of the United Kingdom and then to the ECHR,
citing her embryos’ right to life (Art. 2) and for herself, the
right of private and family choice (Art. 8). Both the First
Section and the Grand Chamber rejected her plea. On the
right to life the Grand Chamber confirmed what had been
decided in the case of Vo v. France, repeating also from the
First Section that: “in the absence of any European consen-
sus on the scientific and legal definition of the beginning of
life, the issue of when the right to life begins comes within
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the margin of appreciation which the Court generally con-
siders that States should enjoy in this sphere" (n. 54).

On the question of respect of private life the ECHR wrote:
“A number of factors must be taken into account when
determining the breadth of the margin of appreciation to be
enjoyed by the State in any case under Article 8. Where a
particularly important facet of an individual’s existence or
identity is at stake, the margin allowed to the State will be
restricted" (n. 77); “The issues raised by the present case are
undoubtedly of a morally and ethically delicate nature” (n. 78);
“In conclusion, therefore, since the use of IVF treatment gi-
ves rise to sensitive moral and ethical issues against a back-
ground of fast-moving medical and scientific developments,
and since the questions raised by the case touch on areas
where there is no clear common ground amongst the mem-
ber States, the Court considers that the margin of apprecia-
tion to be afforded to the respondent State must be a wide
one" (n. 81); “The Grand Chamber, like the Chamber, consi-
ders that the above margin must in principle extend both to
the State’s decision whether or not to enact legislation go-
verning the use of IVF treatment and, having intervened, to
the detailed rules it lays down in order to achieve a balance
between the competing public and private interests" (n. 82).

One particular aspect is gained from the sentence of 4 De-
cember 2007 in the case of Dickson v. United Kingdom (Ap-
plication n. 44362/04) [21]: “Accordingly, where a particu-
larly important facet of an individual’s existence or identity
is at stake (such as the choice to become a genetic parent),
the margin of appreciation accorded to a State will in general
be restricted. Where, however, there is no consensus within
the member States of the Council of Europe either as to the
relative importance of the interest at stake or as to how best
to protect it, the margin will be wider. This is particularly so
where the case raises complex issues and choices of social
strategy: the authorities’ direct knowledge of their society
and its needs means that they are in principle better placed
than the international judge to appreciate what is in the
public interest. In such a case, the Court would generally
respect the legislature’s policy choice unless it is “manifestly
without reasonable foundation.” There will also usually be a
wide margin accorded if the State is required to strike a ba-
Iance between competing private and public interests or Con-
vention rights” (n. 78).

More recently, the principle of the wide margin of apprecia-
tion was used by the ECHR to sustain both Irish legislation
on abortion (case A.B.C. v. Ireland, Application n. 25579/05;
Grand Chamber’s decision of 16 December, 2010) [22], and
the prohibition of heterologous medically assisted procre-
ation (having recourse to gametes external to the couple) in
Austria (case of S.H and others v. Austria, Application n.
57813/00; Grand Chamber’s decision of 3 November, 2011)
[23]. In the first sentence the wide margin of appreciation
was connected to the ethical feelings of the Irish people
“the Court does not consider that the prohibition in Ireland
of abortion for health and well-being reasons, based as it is
on the profound moral views of the Irish people as to the
nature of life and as to the consequent protection to be ac-
corded to the right to life of the unborn, exceeds the margin
of appreciation accorded in that respect to the Irish State. In
such circumstances, the Court finds that the impugned pro-
hibition in Ireland struck a fair balance between the right of
the first and second applicants to respect for their private
lives and the rights invoked on behalf of the unborn” (n. 241).

Also in the case of S.H. v. Austria, the request to condemn
the Austrian law was founded on article 8 of the Conven-
tion: “Where a particularly important facet of an individual’s
existence or identity is at stake, the margin allowed to the
State will normally be restricted. Where, however, there is
no consensus within the member States of the Council of
Europe, either as to the relative importance of the interest at
stake or as to the best means of protecting it, particularly

where the case raises sensitive moral or ethical issues, the
margin will be wider. By reason of their direct and conti-
nuous contact with the vital forces of their countries, the Sta-
te authorities are, in principle, in a better position than the
international judge to give an opinion, not only on the exact
content of the requirements of morals in their country, but
also on the necessity of a restriction intended to meet them.
There will usually be a wide margin of appreciation accorded
if the State is required to strike a balance between compe-
ting private and public interests or Convention rights" (n. 94).

Even more recently, the second section of the ECHR in the
case of Costa and Pavan v. Italy (Application n. 54270/10;
decision of 28 August, 2012) [24] confirmed the principle of
the wide margin of appreciation, but condemned the provi-
sion of the Italian Law 40/04, which does not allow genetic
testing before implantation (DGP) and so conflicts with the
Law 194/78 that consents to abortion in the case of obser-
ved handicaps of the unborn child. This issue is addressed
in greater detail below. The ruling, which the authors con-
sider highly problematic, is mentioned here only because it
confirms the principle of the broad margin of appreciation.

Finally, in the case of Knecht v. Romania (Application no.
10048/10; decision of 2 October, 2012) [25], the court re-
cognized a broad margin of state discretion regarding both
the “an” as well as the “quomodo” of the regulation of legis-
lation, such as is present in questions characterized by the
constant development of medicine and science, which are
particularly sensitive to the ethical perspective. “The Court’s
task is not to substitute itself for the competent national
authorities in determining the most appropriate policy for
regulating matters of artificial procreation, in respect main-
Iy of procedures to be followed or authorities to be involved
and to what extent, especially since the use of IVF treatment
gave rise then and continues to give rise today to sensitive
moral and ethical issues against a background of fast-moving
medical and scientific developments. It is why in such a con-
text the Court considered that the margin of appreciation to
be afforded to the respondent State is a wide one. The Sta-
te’s margin in principle extends both to its decision to inter-
vene in the area and, once it has intervened, to the detailed
rules it Iays down in order to achieve a balance between the
competing public and private interests” (1. 59).

This paragraph makes reference to, apart from the first two
cases indicated, the ethical decisions regarding the begin-
ning of human life. That is, both the majority of decisions, as
well as the subject of this contribution focus on the status of
the human embryo.

In addition, regarding “end of life” issues the doctrine of a
wide margin of appreciation is also applied. In the case of
Haas vs. Switzerland (Application n. 31322/07) regarding
assisted suicide (ruling of 20 January 2011) [26], “the Court
observed that the Council of Europe member States were
far from having reached a consensus as regards the right of
an individual to choose how and when to end his life. The
Court concluded that the States had a wide margin of discre-
tion in that respect. Considering that the risk of abuse inhe-
rent in a system which facilitated assisted suicide could not
be underestimated, the Court agreed with the Swiss Govern-
ment’s argument that the restriction on access to sodium
pentobarbital was intended to protect health and public
safety and to prevent crime. Therefore there had been no
violation of Article 8"

The basis and the wider or narrower extent of the margin
of appreciation. The difference between Art. 2 and Art. 8
of the European Convention of Human Rights

This long sequence of quotations from ECHR rulings shows
the solid features of the wide margin of appreciation doct-
rine. The ECHR justifies its recourse to the above-mentio-
ned principle when there exists one or more of the following
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conditions: a) lack of a general consensus between States or
within society; b) the necessity to respect the largely well-
established and widespread ethical vision of a particular
population; ¢) the complexity of the subject matter with the
consequent difficulty of choosing the best means to resolve
a problem (distinction between the ends and the means); d)
proximity of the national parliaments and the local institu-
tions to the problems of the people and the consequent pre-
sumption of their more likely adherence to the reality of lo-
cal needs than a supranational court.

Regarding bioethics the principle of the wide margin of
appreciation is applied with reference to the interpretation
of two fundamental human rights: the right to life, guaran-
teed by Article 2 of the Convention, and the right to self-de-
termination of the individual in the private sphere, guaran-
teed by Article 8 of the Convention. There is however, a
great difference between the ways the principle of the mar-
gin of appreciation is applied in the two cases. In fact, re-
garding Article 2, there is the problem of determining the
possession of human rights. The diversity of views regar-
ding the beginning of life and the concept of legal person-
hood and status of the human embryo, justifies - according
to the Court - different domestic choices. Instead, applied
in Article 8, the principle goes into an objective difference
between the rights and interests of the public and private,
which intersect. This is demonstrated well in the content of
Article 8, which - after having claimed the right of respect
for private and family life - admits that there can (and some-
times should) be legal limitations for the protection of de-
mocracy, public security and national welfare, as well as for
economic wellbeing, health, morals and the rights and free-
doms of others. These problems can become quite complex
when there is a conflict of rights.

Around the wider or narrower margin of appreciation many
times the Court has declared that the margin of apprecia-
tion accorded to the competent national authorities will
vary in accordance with the nature of the issues and the im-
portance of the interests at stake. Where a particularly im-
portant facet of an individual's existence or identity is at
stake, the margin of appreciation accorded to a State will, in
general, be restricted. Vice versa, where there is no consen-
sus within the Member States, either as to the relative im-
portance of the interest at stake or as to the best way to pro-
tect it, the margin will be wider.

That being so, it is questionable, if the first criterion, that of
a general consensus, is compatible with the idea of universal
human rights.

Historical memory recalls situations, in which totalitarian
regimes trampled on human dignity but enjoyed a large con-
sensus and sometimes, in virtue of that consensus they gai-
ned power. The Universal Declaration of Human Rights and
all the covenants and declarations derived from it, aimed at
establishing some values that take precedence over positive
laws, in order to counter extreme Legal Positivism or “Might
makes Right”.

Now, when the means are at stake in order to reach these
objectives, it is right to recognize the principle of the broad
margin of appreciation of States. The reason is already writ-
ten in Article 8 of the Convention, and, rightly so, the ECHR
recalls that national authorities have the best understanding
of the problems and the possible solutions at a local level.
They are also closer to the common people and are more
sensitive to moral, cultural and ethical issues, which shape
the population’s identity. So, national authorities are more
competent than the ECHR in determining the most appro-
priate policy in creating regulations.

The distinction between the ends and the means is essen-
tial, but naturally a Court called to judge with respect to
human rights cannot accept that an important value (end) is
directly attacked.

We have already underlined the difference between Articles
2 and 8 of the Convention and we have recalled that the
rule according to the margin of appreciation is reduced
when one debates “the existence and identity of individu-
als”. Now, those who invoke Article 2 to defend the right to
life of the unborn claim precisely this: that human identity
and therefore the lives of human beings is recognized since
their first coming into existence. Can this question be avoi-
ded? May it be left to the variability of opinions? If human
rights are only a general view of what is expected and what
happens, and therefore not constant and universal in thought
and action, what remains of the project inaugurated in
1948, celebrated each year, and cited in many national consti-
tutions? Ultimately, it comes down to recognizing that all
human beings have rights from conception, otherwise the
grounding of all these rights is gravely flawed.

And yet, in the current cultural context, to appear wise the
criterion of the broad margin of appreciation is used, not
only regarding means (as in Article 8 of the Convention),
but also with reference to ends like the right to life (Article 2).
The different opinions on this matter are well known and
not only at the level of the national judicial system. The Coun-
cil of Europe has tried many times to reach consensus on
this issue without success. The day after the signing of the
Treaty of Oviedo, four Committees worked on additions to
the Protocols. One of these should have defined the status
of the human embryo. The meetings did not achieve any re-
sults, because within the delegated committee, the disagree-
ments remained insurmountable, and the only agreement
reached was regarding a meticulous description of the va-
rious positions [27].

However, there is a statement that formed a consensus, this
statement is already written in the quoted ruling on the case
of Vo. v. France, n. 84: the human embryo is a part of the
human species. Subsequently, it is not a thing. Certainly, it is
not a thing under European law, as the following will de-
monstrate. And so, what is it? This is a question that justifi-
ably troubles legal scholars, legislators and judges. Their
modern culture, their idea of justice, is founded on the prin-
ciple of equality, sacred in the same international and natio-
nal acts on human rights. Because an individual is a part of
the human species - as science confirms [28] - should they
not also be covered under the principle of equality? Despite
the many different interpretative positions, doubts can remain,
but a judge needs to remember the precautionary principle,
continuously applied in the field of ecology. Why should
not it suggest practical behaviour in the case of doubt re-
garding the existence and identity of human beings?

The difficulty of the organs of justice are understandable,
but at least, it is reasonable that the principle of the margin
of appreciation be as wide as possible and not narrower,
when in the complex area described in Article 8 of the
Convention, the protection of conception plays a very im-
portant role. In fact, among the indicated boundaries to the
principle of self-determination there are the “rights of others”.
The principles of equality and the precautionary principle
assert that it is reasonable to look at the embryo at least “as
if” it were “another”. Because it certainly cannot be conside-
red as a thing, it is not a thing.

The evaluation of human embryo in the European law
(human embryo is not a thing)

It is not necessary, at this time, to establish whether the
embryo is or is not a “person”. It is sufficient to realize that
certainly, on the basis of general consensus and European
positive law, the human embryo is not considered as a thing,
or as an object to be owned. We have already considered
Art. 18 of the Convention of Oviedo and underlined the re-
levance of the criterion of adequacy that the domestic laws
have to maintain and to follow in the protection of embryos.
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Art. 18 proposes that the embryo is not a thing, but a very
important reality, qualitatively different from mere things.
As we have seen, the general ban on producing human emb-
ryos for research purposes argues in favour of this view.
“Parties to this Convention shall protect the dignity and
identity of all human beings and guarantee everyone, with-
out discrimination, respect for their integrity and other rights
and fundamental freedoms with regard to the application of
biology and medicine” (art. 1). It proclaims that “The inte-
rests and welfare of the human being shall prevail over the
sole interest of society or science” (art. 2 Primacy of the hu-
man being). The fact that article 1 implicitly seems to pro-
pose a distinction, notoriously present in the bioethical
debate, between “human beings” (worthy of protection) and
“persons” (entitled to rights that must be guaranteed) is not
fundamental to this case, as it is sufficient to observe that
the “protection” article 18 refers to evidently recalls the con-
cept of human being, as an entity which is not a “thing”, but
something different, of greater value.

This perspective is confirmed by the case-law of the ECHR
previously mentioned in reference to the States’ margin of
appreciation. In this jurisprudence it is continuously stated
that: “A broad margin was specitically accorded to determi-
ning what persons were protected by Article 2 of the Conven-
tion ... there was no European scientific or legal definition
of the beginning of life so that the question of the legal pro-
tection of the right to life fell within the States’ margin of
appreciation” [29]. Note that the doubt relates to the concept
of person, but there is no claim that the embryo is a "thing".

The confirmation that the human embryo is not to be con-
sidered a “thing” comes from some already quoted docu-
ments. Council of Europe’s recommendations 934 (1982),
1046 (1986), and 1100 (1989) recognize the dignity and the
right to life of the embryo as a human being. In 1046 (1986),
for example, it is stated: “human life develops continuously
from the moment of fertilization, therefore it is not possible
to distinguish during the first phases (embryonic) of its deve-
lopment in which “the embryo or the human foetus should
benefit from the respect due to human dignity” (point 5).

A similar refusal to consider the embryo as a “thing” stems
from the documents of the European Parliament, especially
from the resolutions of 16 March 1989 on the ethical and
legal problems of genetic engineering [30] and artificial
insemination “in vivo” and “in vitro”[31] and from the reso-
lutions on human cloning (1993, 1997, 1998, 2000) [32].
Moreover, in the context of the European Union (hereinaf-
ter EU), Directive 44/98 on the legal protection of biotech-
nical inventions (1998) should be kept in mind [33]. From
these documents it really seems that the embryo is not a
thing, but rather a human individual. In particular, it has been
recognized that the embryo has a right to life, to family
(right to an existential-psychological identity), and to a
genetic identity. Regarding experimentation, the same rules
should apply to human embryos as those established for born
human beings; the declared duty to protect the embryo imp-
lies the concrete safeguard of his life, or better, as it is said,
his right to life. The prohibition on preimplantation diagno-
sis implies the application of the principle of equality as
applied to every human being. Only on things is it right and
admissible to apply quality control measures.

Particularly significant is the refusal to distinguish between
therapeutic cloning and reproductive cloning. Regarding
this distinction, the European Parliament claimed that “an
attempt at linguistic sleight of hand is being used to erode
the moral significance of human cloning”: “there is no dis-
tinction between cloning for therapeutic purposes and clo-
ning for the purposes of reproduction [...] any relaxation of
the present ban will lead to pressure for further develop-
ments in embryo production and usage” [34].

However, the document which deserves the greatest atten-

tion is the aforementioned sentence produced by the Court
of Justice of the EU 18 October, 2011 from case C-634/10
Oliver Briistle v. Greenpeace eV. With this decision the Court
excluded in a categorical way that the embryo could be consi-
dered a “thing” even when he lies in a test tube. Considering
that the Court of Justice interprets the law of the EU so that
it can be applied in a uniform way in the 28 countries of the
EU, the important ruling of 18 October 2011 establishes a firm
and positive point, within the communal law, about the ques-
tion of the status of the human embryo. The main positive
result of the sentence of 18 October, 2011 is the discarding
of the “preembryo” theory, which has no scientific basis
[35]. It aimed at “downgrading” the phase of development of
the human embryo within 14 days after fertilization. The
notion of embryo, affirms the Court, “must be understood in a
wide sense” because it is anchored to “the respect needed
for human dignity” (n. 34). That is, “any human ovum after
fertilisation, any non-fertilised human ovum into which the
cell nucleus from a mature human cell has been transplan-
ted and any non-fertilised human ovum whose division and
further development have been stimulated by parthenoge-
nesis constitute a human embryo” (n. 38, but also points 35
and 36). While interpreting article 6 of the European Direc-
tive 44/98 on the legal protection of biotechnical inventions,
the Court “excludes an invention from patentability where
the technical teaching which is the subject-matter of the
patent application requires the prior destruction of human
embryos or their use as base material, whatever the stage at
which that takes place and even if the description of the
technical teaching claimed does not refer to the use of hu-
man embryos” (n. 52). The reason for the ban of patentabili-
ty indicated by the Court was “to respect the fundamental
principles safeguarding the dignity and integrity of the per-
son” (n. 32).

The associations that intervened in support of the appellant
wanted to restrict the scope of the ruling only to patentabili-
ty, but this goes against what was explicitly decided by the
Court regarding the unity of European law. The wide inter-
pretation of the concept of the embryo is affirmed as “uni-
tary and European” on the basis of the principle of equality
(n. 25), which is not a concept born from patent law, but
rather precedes patent law and can be found outside of it. The
reason for non patentability consists, therefore, in an ethical
evaluation that cannot be ignored outside of the patent
field. The motivation and the decision establish significant
premises for a reflection that can be extended to other in-
dustrial and commercial fields. This is demonstrated by ha-
ving placed the destruction of human embryos in the context
of public order and, above all, by the connection between
the ban on patentability and human dignity, which has an
inherent value to the existence of each human being and is
founded on the principle of equality, according to a correct
interpretation of the Universal Declaration of Human Rights
of 1948 and the following international pacts of 1966.

The sentence, on the basis of Article 6 of Directive 44/98,
indicates also public order or morality as a reason for non-
patentability (n. 33), notions which imply a particular seri-
ousness of the fact. Such seriousness consists in the destruc-
tion of human embryos. The third part of the decision pro-
vides a very clear evidence of it: the patent cannot be con-
ceived “where the technical teaching which is the subject-
matter of the patent application requires the prior destruc-
tion of human embryos or their use as base material, what-
ever the stage at which that takes place and even if the des-
cription of the technical teaching claimed does not refer to
the use of human embryos” (n. 52). The confirmation comes
from the reasoning summarized in n. 48. The cells extracted
from the blastocyst (embryos that have already reached a
certain level of development) are no longer totipotent. There-
fore, they cannot be considered “embryos” because they are
not the beginning of a human body. Their extraction from
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the blastocyst, however, implies the destruction of the blas-
tocyst. Consequently, patentability must be refused even to
the use of the cells extracted from the blastocyst. It is obvious
that the affront to human dignity and the infringement to
public order are the result of the blastocyst’ destruction, not
specifically the use of extracted material. The Lawyer Bot
clearly and efficiently states in his opinion [36]: “Never-
theless, it is not possible to ignore the origin of this pluripo-
tent cell. It is not a problem, in itself, that it comes from
some stage in the development of the human body, provi-
ded only that its removal does not result in the destruction
of that human body at the stage of its development at which
the removal is carried out. The pluripotent stem cell in the
present case is removed from the blastocyst which, as I have
previously defined, constitutes itself an embryo, that is to
say one of the stages in the formation and development of
the human body which the removal will destroy. The argu-
ment put forward to the Court at the hearing, that the prob-
lem of patentability which hinges on the removed cell, the
way in which it has been removed and the consequences of
such removal do not have to be taken into account seems
unacceptable, in my view, for reasons connected with pub-
lic order and morality. A simple example will illustrate my
remarks. The current judicial activity of the International
Criminal Tribunal for the former Yugoslavia shows us, obvi-
ously subject to the presumption of innocence, that in the
course of those events prisoners were killed in order to
remove organs for trafficking. If, rather than trafficking, there
were experiments which resulted in ‘inventions’ within the
meaning of the term in patent law, would they have had to
have been recognised as patentable on the ground that the
way in which they were obtained was outside the scope of the
technical claim in the patent?” (nn. 103, 104, 105, 106).

Thus it is evident therefore, that the embryo is not a group
of cells, nor it is a thing. The patent is not excluded if the in-
vention implies, for example, the destruction of some blood,
or of a small piece of skin. Consequently, that which is against
public order is the destruction of the embryo. So the embryo
cannot be considered a thing.

Rigor in the protection of the embryo does not contrast neces-
sarily with the legalization of abortion, because the very par-
ticular situation of pregnancy implies, according to the logic
of the laws, also the safeguarding of the woman and the pro-
tective measures for the embryo that necessarily need the
mother’s cooperation.

The scientist Briistle had underlined the scientific importan-
ce of the requested patent, as well as the large prospective
of therapeutic and diagnostic benefits of his invention that
is focused on the healing of serious and widespread illnesses,
such as Parkinson’s disease. Nevertheless, the Court respon-
ded that “the exclusion from patentability concerning the
use of human embryos for industrial or commercial purposes
also covers use for purposes of scientific research, only use
for therapeutic or diagnostic purposes which is applied to
the human embryo and is useful to it being patentable” (n.
46). It is evident from this claim that the embryo must not
to be destroyed. In the ruling of the Court, the importance of
the human dignity of the human embryo and the consequent
negation of its destruction is more important than scientific
research aimed at safeguarding the heath of human beings
already born.

At the level of domestic regulations the human embryo is
not explicitly considered as an object of ownership. This
can be gathered from the same laws that allow abortion and
in vitro fertilization. The legal will to introduce or maintain
more or less ample margins for abortion (according to the
various legal systems: system of time limits, of special cir-
cumstances or a mix of the aforementioned), and for in vit-
ro fertilization (even in the most manipulative or dissocia-
tive practices) is never accompanied by an explicit denial of

the humanity of the unborn or by an explicit statement that
the human embryo is a "thing".

Furthermore, in some cases, as in the Kansas state law appro-
ved April 19, 2013 (in force since July 1) [37], it is stated that
“The life of each human being begins at fertilization”; “Ferti-
lization” means the fusion of a human spermatozoon with a
human ovum”; “Unborn children or unborn child shall inc-
Iude all unborn children or the offspring of human beings
from the moment of fertilization until birth at every stage of
biological development”.

A look at the interventions of Constitutional Courts proves
that, even when a decision on the beginning of human life is
avoided, there are no decisions that significantly qualify the
human embryo as a "thing." On the contrary, there are deci-
sions that define the human embryo as "a living individual
belonging to the human species,” and that acknowledge its
right to life. Exemplary in this regard are the authoritative
German constitutional judgments (25 February 1975, 4
August 1992, and 28 May 28 1993) and the judgment of the
Polish Constitutional Court dated May 28, 1997 [38]. The
German Constitutional ruling dated 1975 states that "every-
one in the sense of Article 2 of the Constitution ["everyone
has the right to life"] means every living, in other words, eve-
ry human individual who possesses life, therefore ‘everyone’
means also the human being just conceived". These words
have not been contradicted by the decisions of 1992 and 1993.
In the ruling dated 1993, in fact, the Court states that “in refe-
rence to the conceived, we are faced with an individual life,
already determined in its genetic identity and therefore in
its uniqueness and distinctiveness, that in the process of
growing and developing itself not only evolves into a human
being, but also as a human being."

The Polish decision dated 1997 is an interesting reference
to the principle of equality in order to claim that the human
embryo is not a thing, "lacking sufficiently precise and built
criteria to allow such discrimination in relation to human
development".

The qualification of the human embryo as a human being -
and not as a "thing" - can be also found in the Hungarian cons-
titutional ruling n. 64 dated 17 December 1991 [39]: “It can-
not be proved |[...] by evidences of principle why the emb-
ryo should be acknowledged as a human being only from a
given time, and not before"; this is even clearer in the Portu-
guese Constitutional judgment n. 25/84, dated 19 March 1984
[40], concerning humanity of the embryo, which states: "the
progress of science, particularly genetics and embryology, is
so very well known nowadays as to dispense us from having
to provide further information or demonstrations." In this
respect, the judges reported a quote from Prof. Bigotte Cho-
rao that recognizes the human embryo as a "real human
being'".

The last two decisions - Hungarian and Portuguese - do not
hesitate in affirming the opportunity of acknowledging the
legal capacity of the conceived: "The idea of the legal capacity
of the unborn child loses its shocking aspect when it comes
into consideration that the unborn is already a living human
being and as such, is deserving of protection” (Portuguese
ruling), "the embryo plays an increasing role in society [...]
for its physical reality and even more for its individual cha-
racteristics. The advancement of medical technology and the
use of technical tools allow a deeper understanding of the
embryo [...] It cannot be proved [...] why the conceived
from a given moment, and not before is recognized as a man
[...] The question arises from the fact that the legal position
of the human being should be updated [...] the legal concept
of the human being should be extended to the prenatal
stage, starting from conception. The nature and scope of
such an extension could be compared only to the abolition
of slavery, or rather it would be even more significant be-
cause the legal subjectivity of man would reach its extreme
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limits and its possible perfection: the various concepts of
man could coincide” (Hungarian ruling).

The well-known ruling of the U.S. Supreme Court Roe v. Wa-
de, January 22, 1973 [41] that legalized abortion nationwi-
de, refers to the growing dangers for the health of the mother
in indicating a criterion for each trimester in the legaliza-
tion of abortion, but it does not dare to describe the embryo
as a "thing" even in the first trimester. Moreover, the same
U.S. Supreme Court has declared the acknowledgement of
the right to life from conception in a state to not be in conf-
lict with the Federal Constitution.

The investigation carried out shows that there are no docu-
ments affirming the human embryo belongs to the realm of
things. Instead, what emerges is an elusive attitude, which,
however, does not coincide with the denial of the humanity
of the unborn and with its "objectification". In this regard,
the embarrassment is universal and it is evident also in the
1989 UN Convention on the Rights of the Child (1989) rati-
fied by Italy in 1991 [42]. In the Preamble of the Convention
it is only stated that "The child [... ] needs special safeguards
and care, including appropriate legal protection before and
after birth" and art. 1 defines a child as "every human being be-
low the eighteenth year". The final term is clear, but where
does the initial term start? Of course, at the starting point of
the human being. But when does the child of a man and wo-
man become a human being? The silence of the Convention
does not authorize us to identify such beginning in a mo-
ment following the fertilization of the ovum by the sperm.

To support the “in vitro embryo as a thing" theory the clai-
mant uses the argument that “it is certainly not a living
being, meaning an individual with unity, identity and inde-
pendence" (no. 23) and that " it would only be a set of cells as
big as less than half of the tip of a needle" (No. 25). But, the
criterion of size doesn’t need any answer, while the depen-
dence on the mother is countered by the fact that we are tal-
king about embryos that survive in the test-tube and that the
newborn baby does not survive for long without assistance.

In any case, many committees of scientists appointed by go-
vernments and parliaments have expressed their thoughts
on the nature of the embryo: they have never concluded that
the embryo, is a “thing” not even in the moment of its the fer-
tilization. [43]

Even the committee chaired by Lady Mary Warnock, who in
1984 established the basis of the concept of “pre-embryo”,
acknowledged “the unity, identity and independence” of the
embryo.

If in the final report the experimentation on embryos is
allowed, it is merely and exclusively for practical uses. Chap-
ter n. 11, paragraph 11.19, reads, in fact: “once the process
has begun, there is no particular part of the developmental
process that is more important than another, all are part of a
continuous process, and unless each stage takes place nor-
mally, at the correct time, and in the correct sequence, fur-
ther development will cease. Thus biologically there is no
one single identifiable stage in the development of the
embryo beyond which the in vitro embryo should not be
kept alive. However we agreed that this was an area in which
some precise decision must be taken, in order to allay pub-
lic anxiety”. As a consequence, “despite our division on this
point, a majority of us recommend that the legislation should
provide that research may be carried out on any embryo
resulting from in vitro fertilisation, whatever its prove-
nance, up to the end of the fourteenth day after fertiliza-
tion” (n. 11.30). [44] From the aforementioned it becomes
clear that the “pre-embryo” theory, suggested within the
Warnock Committee, was believed by many to be a way of
supporting the possibility of experimenting on embryos. At
the end, the word in itself lost its original attraction [45].

Many other bioethics committees have recognized the na-
ture of the embryo as a human being” [46]. In addition to the

National Bioethics Committee (NBC) of Italy, several opi-
nions of which will be discussed in the next section, it is ne-
cessary to recall the Avis n. 8 and Avis n. 112 of the Comité Na-
tional d'Ethique Consultatif pour les Sciences de la Vie et de
Ia Santé (France). In the first opinion, dated 15 December
1986 [47], the Comité claims that “the human embryo from
fertilization belongs to the order of being and not having, of
the person and not a thing or an animal” and that “respect
for human dignity must guide the development of know-
ledge and the limits or rules that research must observe”.

The statement contained in a second opinion, dated 21 Oc-
tober 2010, according to which the human embryo should
be respected "as a potential human person", does not deny
the humanity of the unborn, but confirms it by refusing to
treat the embryo as a "thing".

The intervention by associations in support of the appellant
brings up the ruling of the Inter-American Court of Human
Rights, dated November 28, 2012 [48]. This ruling refers,
however, to the Covenant of San José of Costa Rica (1969)
that covers the American States, while for the European
point of reference is European law, which is defined by the
Convention dated 1950, by the Oviedo Convention dated
1997 and by the rulings of the European Courts.

This case concerned the across-the-board ban on the prac-
tice of IVF in Costa Rica [49]. The Inter-American Court en-
sured this ban exactly because of its absolute nature. There
is no mention of the limitations that may be used to protect
the dignity of the embryo in a system that allows IVFE. In-
deed, precisely these limits, including those regarding the
creation of supernumerary embryos, destruction, freezing
and experimentation, are implicitly regarded as lawful by
the Court (i.e. n. 306).

Certainly the American judgment follows the thinking of
those who believe that the life of an embryo does not re-
quire "absolute" protection, but it should be noted, however,
that to deny an “excess” of protection does not mean to exclu-
de “any” protection for the embryo or to believe that the
embryo is a thing. The ruling states that the embryo cannot
be considered a person, but this questionable conclusion is not
relevant in this case, where what is to be decided is whether
the embryo is a "thing", and therefore, an object of property.

Three aspects are instead relevant for this purpose. First, the
American judgment presumes that there is a conflict be-
tween the rights and interests: on one side there is the emb-
ryo, on the other side there is the right of adults to privacy
and to forming a family (n. 274-275). Well, the conflict and
the balance also assume the embryo to be of value and cer-
tainly not a thing. Instead, in the Parrillo case the conflict is
completely absent.

Secondly, the Inter-American Court was faced on one hand
with the claim of some infertile couples to have a child,
while on the one hand the law absolutely prohibited IVF.
Instead, in the Parrillo case this conflict does not exist. Nor
is the plaintiff authorized to represent the supposed inte-
rests of "science”, as stated by the ECHR itself in its decision
dated May 28, 2013.

Third, the Inter-American Court reached its conclusion after
a summary of the opposing theories regarding the begin-
ning of human life and the status of the embryo. It resulted
that the thesis that the embryo is a living human individual
is scientifically significant. Therefore, the lack of unanimous
consent is confirmed by the ruling of Inter-American Court
and this further supports the principle of the wide margin
of appreciation which must be granted to States.

The Italian Law n. 40/2004 in the European context.
The human embryo as a subject under the Italian law

The Parrillo’s appeal is part of a long series of attacks against
the February 19, 2004 n. 40 Law [50], which have given rise
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to various legal proceedings and have involved the Italian
people in four referendums held on 12-13 June, 2005. Recal-
ling this popular referendum is appropriate for two reasons.
First of all: the appeal to the ECHR of the associations "Luca
Coscioni", "Amica cicogna", "Cerco un bimbo” and "L’altra ci-
cogna” attempted to manipulate the historical and numeri-
cal data with the absurd claim of proving the popular rejec-
tion of the law, which in fact was upheld by the voters who
rejected the abrogative requests; secondly because - on the
contrary - the results of those referendums constitute a
strong element to include the Law 40/04 in the wide margin
of appreciation justified by the ECHR as referring to the cul-
ture and ethical beliefs of a people. In fact, a referendum de-
monstrates in a clear and indisputable way the sentiments
of a population. It would be very important that the ECHR
know the following facts: the defence of the Law n. 40 of 2004
was implemented through the advocacy of abstention from
voting, not only as a technical way to defend the law, but
also as a protest against the misleading way in which the re-
ferendum questions were formulated and the attempt to
erase from memory the long, open, passionate, scientific
and legal debate that preceded the law. Therefore, abstention
was not a manifestation of uncertainty or lack of interest,
but a strong way to repel the attack [51].

This is demonstrated by the slogan promoted in thousands
of meetings, and in millions of posters: "On life you do not
vote"; this is demonstrated by the public appeals of “Scienza
e Vita”, thousands of doctors, lawyers and women, to sup-
port abstention from voting on the basis of scientific and
legal requirements. Among 49,794,704 citizens registered to
vote, 37,065,225 abstained and 1,463,027 declared in the
vote their opposition to the abrogation. So there were a total
of 38,528,252 citizens who would not repeal any of the mea-
sures which had the support of only 22 percent of voters.

It is necessary to point out that compliance with the margin
of appreciation which allows states to defend and promote
the values that characterize their cultural identity, historical
and constitutional sensitivity and the ethical convictions of
a population, must also take into account the widespread
adhesion of Italian citizens to the European citizens’ initia-
tive called "One of Us", promoted in the 28 EU countries [52].
Italian citizens made up 631,024 of the total of 1,891,406
signatories of the European Citizen’s Initiative [53]. With this
initiative the EU institutions are called upon to recognize the
full humanity of human embryos (more precisely, the hu-
man dignity and the consequent right to life) and as a conse-
quence not to fund destructive research on human embryos.

The new attack on Law 40/04 can and should be dismissed
- as we have seen - simply by referring to the Oviedo Con-
vention, but the reflections that we proposed on the princip-
le of the margin of appreciation must also be applied to the
solutions adopted by Italy in Law 40/04, especially as the
cornerstone of the whole law is: Article 1, wherein the
embryo in a test tube is described as a "subject" entitled to
rights [54].

We have seen that the ECHR applies the principle of the
wide margin of appreciation also to the various possible
interpretations of Article 2 of the Convention. Article 1 of Law
40/04 is just one of the positions mentioned in the judge-
ments of the ECHR as not inconsistent with Article 2 of the
Convention.

Art. 1 of Law 40/2004 did not come as a complete novelty.
Its content is supported by an impressive body of regulations.
We have already mentioned the documents of the Council
of Europe that recognize the full human dignity of the emb-
ryo (recommendations 934 (1982), 1046 (1986), 1100 (1989))
and the two resolutions of the European Parliament of
1989, which Law 40/2004 widely referred to. It is worth re-
membering now the opinions of the National Committee
for Bioethics (Italy) Identity and status of the human emb-

ryo (June 22, 1996) [55] and Opinion on research using
human embryos and stem cells (April 11, 2003) [56], confir-
med after Law 40 from the opinions on the so-called “ooti-
des” (July 15, 2005) [57] and on “adoption for birth" (No-
vember 12, 2005) [58].

Article 1 of Law 40 seems to be the final echo of the state-
ment contained in the first opinion, where - from the ques-
tion: “is the unborn a human being or a thing?” - it con-
cludes as follows: “The Committee has unanimously come to
recognize the moral duty to treat the human embryo, since
fertilization, according to criteria of respect and protection
that must be adopted towards human beings who are recog-
nized as persons”. This conclusion has been confirmed seve-
ral times and never contradicted in all subsequent opinions
relating to the human embryo: in particular that of 11 April
2003 on "Research using human embryos and stem cells”
states that "human embryos are fully human lives” and that
there is "a moral duty to always respect them and always pro-
tect them in their right to life regardless of the manner in
which they were generated and regardless of the fact that so-
me of them could be qualified - with a questionable expres-
sion as having no ontological value - supernumerary".

Behind Art. 1 of Law 40, there are also two important ru-
lings of the Italian Constitutional Court. Sentence no. 27 of
18 February 1975 [59], which annulled the provisions of
the Penal Code punishing voluntary abortion, wrote that:
"the protection of the unborn child has a constitutional ba-
sis, namely Art. 2 of the Constitution, which recognizes and
guarantees the inviolable human rights, among which the
legal position of the unborn shall be included”. Therefore,
the embryo is not a thing; he/she is the beneficiary of pro-
tection related to human rights. In this direction ruling n. 27
of 18 February 1975 was interpreted by sentence n. 35 of
the same court on February 10, 1997 [60], where the right
to life of the unborn is repeatedly affirmed. The point is: the
legal possibility to destroy embryos is accepted, but without
denying their quality as human beings. The logic followed is
that of the conflict between the right to life of the child and
the mother's health. In essence, it is - according to the Court
- attempting to balance the rights of different subjects. Note
that the Constitutional Court (ruling n. 324 of December 11,
2013) [61] recently confirmed the constitutional basis of the
unborn’s protection recalling both earlier decisions (27/
1975 and 35/1997).

Law 40 of 2004 in comparison with the Law 194 of 1978

The ruling of the ECHR (Second Section) in the Costa and
Pavan v. Italy case has ignored the principle of the margin of
appreciation that Member States enjoy in the most contro-
versial bioethical issues. Instead, it has preferred to argue
that there is contradiction between the Law 40 of 2004 on
assisted reproduction and the Law 194 of 1978 on abortion:
while, on one hand, Italy prohibits pre-implantation genetic
diagnosis (hereinafter PGD), which implies discarding
embryos deemed to be affected by genetic defects, accor-
ding to Law 40/2004, on the other hand, it permits the abor-
tion in cases of illness of the unborn child, according to the
Law 194/1978.

Actually, the conclusion is incorrect, because the compari-
son between the two laws must take into account many fac-
tors that the Court did not consider. Firstly, the Law 194/
1978 does not provide for the child’s anomalies as a justifi-
cation of an abortion, but always regarding the risk to the
health of the mother. That means, therefore, that conceptu-
ally the context authorizing the elimination of the embryo is
the balancing between opposing both constitutionally gua-
ranteed rights. It has not accepted the logic of eugenic selec-
tion, as it often happens in the field of assisted reproduction
techniques. It is also noteworthy that the PGD (which nei-
ther heals nor treats), involves the death of many embryos,
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not - and possibly only - of just one as in the case of prena-
tal diagnosis. Above all, we must consider the great diffe-
rence between the natural and the artificial generation and
the consequent need for different rules.

But in the Parrillo case, it must be assessed whether the
alleged qualification of the embryo as a "thing" may find a
place in the discipline of abortion. In fact, pregnancy is a
very special and unique condition in which a human body
lives and grows inside another human body. This implies
specific consequences with regard to the means of protec-
tion, but does not justify the assumption that the embryo is
a “thing”. Indeed, no law authorizing abortion is based on
the assumption that the embryo is a “thing”. Rather on the
contrary, the State’s commitment is to protect life. This rule
is declared, though often betrayed. Not surprisingly, the
Italian Law on abortion states in Art. 1: “The Republic pro-
tects human life from its very beginning” and Art. 2 requires
the institutions to do everything possible to avoid an inter-
ruption of pregnancy. The judgment of balance between
opposing rights is well shown by the Italian Constitutional
Court. It is therefore not correct to evoke Law 194/78 to
qualify the human embryo as a "thing" and to justify the di-
rect and voluntary destruction of the embryo “in vitro”, out-
side the mother's body.

In Law 40/04 Art. 1 qualifies the embryo as a “subject” - not
a thing, not an object - which has rights in the same way as
the other subjects. The logic of the law is to allow IVF but
without unnecessary sacrifice of human embryonic life
beyond the risks inherent to the IVF technique. For this rea-
son, in contrast to what is allowed in the very special situa-
tions of pregnancy the wilful destruction of embryos in the
test tube is forbidden. Direct killing of human embryos
through destructive experimentation or PGD with the con-
sequent rejection and killing of certain embryos is prohibi-
ted. Freezing, since it adds great risk to embryonic life, is
allowed only when it is absolutely necessary to save the life
of the embryo.

Ultimately, the tendency of the law is to reconcile as far as
possible the aspiration of sterile adults to have a child with
the protection of the subject-embryo. This line takes into
account the fact that even in natural fertilization some emb-
ryos do not survive the complicated process of implantation
in the endometrium. While death rates from failed implanta-
tion with IVF are much higher than in natural pregnancies,
Law 40/04 at least provides a chance for life to each emb-
ryo. The law allows IVF but at the same time tries to avoid to
the maximum extent possible the death of embryos outside
the womb.

In conclusion, there is an internal consistency in the law,
whose provisions are consequences of the principle laid
down in its first article, which in turn is provided for by Art.
2 of the Convention, and which is in accordance with the
principle of the margin of appreciation.

The accumulation of surplus embryos and the claim
of the "gift to science"

It is true that ruling 151/2009 of the Italian Constitutional
Court removed the maximum limit of three embryos which
can be generated in a single cycle and transferred into the
uterus at the same time, as prescribed in Article 14 of Law
40/04. This norm aimed also to safeguard the life of the
embryo endangered by the freezing of supernumerary emb-
ryos, which are not immediately transferred into the uterus.
The Court nevertheless maintained the rule that IVF must
be practiced within the limits of the "strictly necessary" and
the procreation of supernumerary embryos can be allowed
only in reference to the need to preserve the woman’s health.
Therefore, the generation of “spare” embryos should remain
an exception. However, it enlarged the possibility of an

accumulation of frozen embryos because of the end of the
parental project that led to their existence. This raises the
question of making a “gift to science” that the appellant claims
to be implemented in the name of her alleged property
right resulting from a reduction of the embryo to a "thing."
In fact, if the embryo is not a thing, but a human being (i.e. a
person), the treatment reserved for it cannot be different
from that concerning any other living human being. The
donation of organs from a living donor is not lawful in any
country of the world if the organ’s removal results in the
death of the donor. Special precautions are also foreseen for
the legal removal of organs from cadavers. Death must be
absolutely certain. Yet, an organ transplant could save the
life of another person, but the scientific or therapeutic pur-
pose never justifies putting a human being to death.

The fact that in the current state of knowledge only death is
expected at the end of a prolonged freezing does not justify
the voluntary anticipation of death. In fact, in the case of
patients whose death is now certain and imminent the an-
ticipation of death is not allowed in order to remove organs.
Nor can it be ruled out that new scientific discoveries can
make ascertainable the natural death of a frozen embryo.

There are other practical reasons that support the consisten-
cy of the Italian system. It is clear that the prohibition of
destruction and then to the "gift to science", even in the case
of parental project’s relinquishment, contradicts the require-
ment of generating the strictly necessary number of emb-
ryos. Otherwise generating supernumerary embryos would
be encouraged and would be circumvented by the same pro-
hibition of generating embryos for experimental purposes.

As part of the ethical evaluation and policy left to the free
appreciation of States, it must also be considered that, as is
well known, research on embryonic stem cells has not led
to any positive result for therapeutic purposes [62]. On the
contrary, adult stem cells extracted from human body parts
already differentiated, have a practical use for the treatment
of certain diseases and studies on them have opened up
prospects of a solid therapeutic use [63]. Moreover, the re-
cent Nobel Prize for science to awarded to the Japanese Ya-
manaka for his discovery of methods that rejuvenate multi-
potent adult stem cells, shows that it is not necessary to con-
duct research on embryonic stem cells as adult stem cells
are devoid of any up to date and useful perspective bur-
dened with heavy ethical difficulties. The decision to direct
resources towards research on adult stem cells instead of
embryonic cells is reasonable to everyone, but especially for
States that qualify the embryo as a "subject."

Certainly the storage of frozen human embryos is a serious
problem. At present, the only way to ascertain when their
death would occur is by thawing them. But if they are still
living they cannot be frozen again. Their only faint hope of
life is transfer into a uterus. This is the reason why the possi-
bility of some sort of prenatal adoption has been proposed,
whose consistency with Law 40/04 has already been decla-
red by the CNB in its opinion of 18 November 2005. In this
regard, there are legislative proposals in Italy. We must not
overlook the ethical difficulties of embryo adoption, but they
could perhaps be overcome, if the generating of supernu-
merary embryos was absolutely forbidden. The adoption of
minors in Italy presupposes the abandonment of a child by
the biological parents and it is certainly a commendable and
positive solution, but the abandonment in itself remains a
negative fact to be countered. It is not ethical to produce
abandoned embryos in order to facilitate adoption, but at
the same time it is right to promote adoption as a remedy to
abandonment. To conclude this paragraph it is very appro-
priate to mention again Article 2 of the Oviedo Convention
under the title “Primacy of the human being” which states:
“the interest and welfare of the human must prevail over the
sole interest of society or science”.
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Conclusion

These observations show that Parrillo’s appeal should fail
both with reference to the right to property, and to the right
to respect for private and family life. If the human embryo is
a human being, that is “someone” (and not “something”, or a
“moral opinion”), it is clear that the freedom of parents is
limited by the very existence of this “someone”, of this
“other”. The second paragraph of Art. 8 of the Convention
moves exactly in this direction: it establishes the lawfulness
of a limit imposed by the public authority not only for the
protection of morals, but also for the protection of the
rights and freedoms of “others”.

Casini M., Casini C., Meaney J., Sulekovd M., Spagnolo A.G.:
Object of Property or Human Being? The Status of the
Human Embryo before the Grand Chamber of the European
Court of Human Rights (Case Parrillo v. Italy). / Predmet
vlastnictva alebo Iudska bytost? Status Iudského embrya
pred Velkou komorou Eurépskeho sidu pre l'udské priva
(pripad Parillo vs. Taliansko). Med. Etika Bioet., Vol. 21,
2014,No.1-2,p.2-13.

Abstract

After the European Court of Human Rights (EHCR) (Second
Section, 28 May 2013) declared partly admissible the case
Parrillo v. Italy (Application n. 46470/11), the Grand Cham-
ber will soon rule on this case, which has serious implica-
tions for the question of the legal status enjoyed by the
human embryo. The appellant claimed that Article 13 of the
Italian Law n. 40/2004 on medically assisted procreation,
which bans the destruction of human embryos (including
through scientific research), violated her “property rights”
over the frozen embryos under the Article 1 of the Protocol
1 of the European Convention for the Protection of Human
Rights and Fundamental Freedoms and her “right to private
life” under Article 8 of the same Convention. Are the emb-
ryos just pieces of property or are they human beings? This
is obviously the core of the case discussed.

The authors of this paper argue that in the light of scientific
and legal bases the embryos originated from male and fe-
male gametes should be recognized as human beings. The
analysis is conducted reviewing numerous dispositions, first
of all the Article 18 of the Oviedo Convention on Human
Rights and Biomedicine. Much space is given to the bio-
ethics case-law of the ECHR regarding the doctrine of the
margin of appreciation, which should be applied also to de-
fend Italy in the case examined. Besides, it is showed in the
paper, how the Italian Law n. 40/2004, which recognizes
the embryo as a subject holder of rights (Article 1), is bac-
ked by an important normative complex. Thus the thesis of
the inconsistency between the Law n. 40/2004 and Law n.
194/178 is clearly rejected. The authors also argue that it ma-
kes a well established scientific, ethical and legal sense to
encourage science to focus rather on the research using hu-
man adult stem cells instead of human embryonic stem
cells. Ultimately, what is written in the Article 2 (“Primacy
of the Human Being”) of the Oviedo Convention (“The
interests and welfare of the human being shall prevail over
the sole interest of society or science”) should be set great
store.

Key words: human embryo, scientific research, medically
assisted procreation, Italian Law n. 40 of 2004, European
Convention for the Protection of Human Rights and Funda-
mental Freedoms, Oviedo Convention on Human Rights and
Biomedicine, European Court of Human Rights, margin of
appreciation of States, biolaw

Abstrakt

Potom, ¢o Eur6psky sud pre udské priva (EHCR) (Druha
sekcia, 28. maja 2013) oznadil za Ciasto¢ne prijatelny pripad
Parrillo verzus Taliansko (Podanie ¢. 46470/11), Velka ko-
mora tohto sidu coskoro vynesie rozsudok, ktory bude mat
zavazné dosledky pre otizku priavneho statusu ludského
embrya. StaZovatelka tvrdi, Ze ¢ldnok 13 talianskeho zdkona
¢. 40/2004 o medicinsky asistovanej prokreacii, ktory za-
kazuje deStrukciu Tudskych embryo (vritane prostrednict-
vom vedeckého vyskumu), narusilo jej “vlastnicke prava”
voc¢i zmrazenym embryim podla ¢lanku 1 Protokolu 1 Eu-
ropskeho dohovoru o ochrane ludskych prav a ziakladnych
slobdd a jej “pravo na sikromie” podla ¢linku 8 toho istého
Dohovoru. St embryo iba ¢asti majetku, ale st [udskymi by-
tostami? To je zrejmé jadro diskutovaného pripadu.

Autori ¢lanku argumentuju, Ze vo svetle vedeckych a prav-
nych skutocnosti embrya pochddzajice z muZskych a Zens-
kych gamét je nutné povazovat za [udské bytosti. Vykonali
podrobnu analyzu na ziklade celého radu vyznamnych do-
kumentov, predovsetkym c¢linku 18 Dohovoru z Ovieda o Tuds-
kych pravach a biomedicine. Velky priestor v ¢lanku dostala
bioeticka judikatiira ECHR, ktora sa tyka doktriny “margin of
appreciation”, ktoru je potrebné aplikovat aj v pripade ob-
rany Talianska v aktudlnom pripade. Okrem toho ¢lanok
ukazuje, ako taliansky zakon ¢&. 40/2004, ktory uznava emb-
ryo ako subjekt a drZitela prav (cl. 1), je zaloZeny na vyznam-
nom normativnom systéme. Tym je jasne odmietnuta téza o
nekonzistentnosti zakona ¢. 40/2004 a zakona ¢. 194/178.
Autori zaroven argumentuju, Ze z vedeckych, etickych a
pravanych dovodov ma skor zmysel zameranie na vyskum s
vyuZzitim Tudskych somatickych kmenovych buniek oproti
vyskumu na ludskych embryonalnych kmeniovych bunkach.
Napokon, je potrebné plne re$pektovat ustanovenie uve-
dené v ¢l. 2 (“Primat Iudskej bytosti”) Dohovoru z Ovieda
(“zaujem a dobro Iudskej bytosti musia mat prednost pred
zdujmom vedy alebo spolocnosti”).

KTicové slovia: Tudské embryo, vedecky vyskum, medicinsky
asistovana reprodukcia, taliansky zakon ¢. 40/ 2004, Eur6p-
sky dohovor o ochrane Tudskych prav a zikladnych slobod,
Dohovor z Ovieda o Iudskych pravach a biomedicine, Eu-
ropsky sudny dvor pre I'udské priva, doktrina “margin of
appreciation”, biopravo
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working in the field of human reproduction has suggested that we
stop using the word embryo to describe the developing entity that
exists for the first two weeks after fertilization. In its place, they
proposed the term pre-embryo [..]" [...]The term pre-embryo has
been embraced wholeheartedly by IVF practitioners for reasons
that are political, not scientific. The new term is used to provide the
illusion that there is something profoundly different between what
we nonmedical biologists still call a six-day-old embryo and what
we and everyone else call a sixteen-day-old embryo. [..]JThe term
pre-embryo is useful in the political arena - where decisions are ma-
de about whether to allow early embryo (now called pre-embryo)
experimentation - as well as in the confines of a doctor's office, whe-
re it can be used to allay moral concerns that might be expressed by
IVF patients.”). [36] Opinion of advocate general Bot, delivered on
10 March 2011. Briistle v. Greenpeace e.V. Case C-34/10. Feb. 10, 2014,
2014. Accessed: Feb. 10, 2014, 2014. Available at: http://curia.euro-
pa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d66eb0
0e508a3043eca38fc38fa0518371.e34KaxiLc3eQc40LaxqMbN4Oax
uNeO?text=&docid=81836&pagelndex=0&doclang=EN&mode=Ist
&dir=&occ=first&part=1&cid=197076 [37] Abortion Restrictions
and Declaration that Life Begins at Fertilization. HB 2253. Accessed:
Feb. 10, 2014. Available at: http://www.kslegislature.org/li/b2013
_14/measures/hb2253/ [38] The references are taken from: Casini,
M. 11 diritto alla vita del concepito nella giurisprudenza europea, Le
decisioni delle Corti Cosituzionali e degli organi sovranazionali di
giustizia, Cedam, Padova: 2001, [39] Brunner, G., S6lyom, L. Verfas-
sungsgerichtsbarkeit in Ungarn, Baden Baden, Nomos Verlagsgesell-
schaft: 1997, p. 256-279. [40] Diario da Republica. I s_rie, n. 143 de
Junho de 1985. [41] U.S. Supreme Court Roe v. Wade, 410 U.S. 113
(1973) 410 US. 113 Roe et Al v. Wade, District Attorney of Dallas
County Appeal from the United States District Court for the North-
ern District of Texas No. 70-18. Argued December 13, 1971 Rear-
gued October 11, 1972 Decided January 22, 1973. Accessed: Feb.
10, 2014, 2014. Available at: http://www.foxnews.com/projects/pdf/
roevwade.pdf. [42] Legge 27. 5. 1991 n. 176. Ratifica ed esecuzione
della Convenzione sui diritti del fanciullo (New York 20. 11. 1989),
Gazzetta Ufficiale, 11. 6. 1991, n. 135 serie ordinaria. [43] For examp-
le, in Italy: “Santosuosso Commitee”, “Guzzanti Commitee”, “Bus-
nelli Commitee”; in Spain: “Palacios Commitee”; in Germany “Benda
Commitee”; in France: “Lenoir Commitee”; in United Kingdom:
“Warnock Commitee”. [44] Warnock, M. A question of life. The
Warnock Report on human fertilisation and embryology, Oxford
Basil Blackwell: 1985. Available also at: www.hfea.gov.uk/docs/
Warnock_Report_of_the_Committee_of_Inquiry_into Human_Fer-
tilisation_and_Embryology_1984.pdf. [45] "The story of this word
resembles the brief lifetime of a shooting star, which, after a brief
moment of splendour, disappears and is not seen again". Colomer,
M.F, Pastor L.M. The pre-embryo’s short lifetime. The history of a
word, Cuad. Bioét. XXIII (2012/3_), p. 667-694. [46] Corsetti, L.B,
Bompiani A., Chieffi G.,Dalla Torre G., Danesino V., Donati P., Fiori A.,
Isidori A., Leocata A., Manni C., Pinkus L., Preziosi P., Romanini C,,
Rossi Sciumé G., Sgreccia E., Silvestrini B. Additional Declaration of
the Identity and Status of The Human Embryo, Opinion by the
Italian National Bioethics Committee, Rome, 22nd of June 1996.
Accessed Feb. 10, 2014.Available at: http://www.palazzochigi.it/
bioetica/eng/pdf/human_embryo_19960622.pdf [47] Comité
Consultatif National d'Ethique pour les Sciences de la Vie et de la
Santé. Avis relatif aux recherches et utilisation des embryons
humains in vitro _ des fins médicales et scientifiques, n. 8 dated 15.
12.1986. Accessed Feb. 10, 2014. Available at: http://www.ccne-
ethique.fr/fr/publications/avis-relatif-aux-recherches-et-utilisation-
des-embryons-humains-vitro-des-fins [48] Inter-American Court of
Human Rights. Murillo et al. (“in vitro fertilization”) v. Costa Rica.
November 28, 2012. Accessed Feb. 10, 2014, 2014. Available at: http://
www.worldcourts.com/iacthr/eng/decisions/2012.11.28_Murillo_v
_Costa_Rica.pdf [49] Decreto Ejecutivo 24029-S Reglamento para
las Técnicas de Reproduccion Asistida del 3 febbraio 1995 n.
24029-S1; Sala Constitucional Corte Suprema De Justicia Costa Rica,
Sentencia n. 2000-02306 de 15 de marzo de 2000. Accessed Feb. 10,
2014, 2014. Available at: http://es.scribd.com/doc/36185708/12-

Sentencia-2000-02306-Costa-Rica [50] Gazzetta Ufficiale n. 45 del
24 febbraio 2004. Accessed Feb. 10, 2014. Available at: http://
www.camera.it/parlam/leggi/04040L.htm [51] Casini, C. Il dibattito
in bioetica, Le ragioni del non voto. Medicina e Morale, 2 (2005), p.
409-428. [52] Accessed Feb. 10, 2014. Available at: www.oneofus.eu
[53] Accessed Feb. 10, 2014. Available at: http://www.mpv.org/uno_
di_noi/00018255_Home.html [54] Art. 1, paragraph 1, of 40/2004
law: “In order to facilitate the solution of problems arising from
human reproductive sterility or infertility recourse to medically
assisted procreation is allowed, under the conditions and in the
manner prescribed by this Act, which ensures the rights of all par-
ties involved, including the unborn.” [55] Italian National Bioethics
Committee, Identity and Status of the Human Embryo, 22nd of June
1996. Accessed Feb. 10, 2014. Available at: http://www.palazzochi-
gi.it/bioetica/eng/pdf/human_embryo_19960622.pdf [56] Id.
Parere su Ricerche utilizzanti embrioni umani e cellule staminali,
11 aprile 2003. Medicina e Morale 4 (2003), p. 725 - 726. [57] 1d.
Bioethical remarks on the so-called “ootide”, 15th July 2005 Acces-
sed Feb. 10, 2014 Available at: http://www.palazzochigi.it/bioeti-
ca/eng/pdf/BIOETHICAL_15062005.pdf [58] Id. Adoption for the
birth of cryopreserved and residual embryos obtained by medically
assisted procreation MAP, 18th November 2005. Accessed Feb. 10,
2014 Available at: http://www.palazzochigi.it/bioetica/eng/pdf/
ADOPTION_18112005.pdf [59] Accessed Feb. 10, 2014. Available
at: http://www.giurcost.org/decisioni/1975/0027s-75.html [60]
Accessed Feb. 10, 2014. Available at: http://www.giurcost.org/deci-
s$ioni/1997/0035s-97.htm [61] Gazzetta Ufficiale, 1a Serie Speciale,
2-1-2014. Accessed: Feb. 10, 2014 Available at: http://www.giurcost.
org/decisioni/2013/03240-13.html [62] “[T]he controlled expan-
sion and differentiation to specific cell types is an area where con-
siderable research will be required before cell transplantation be-
comes clinical practice.“ de Wert G.,, Mummery C. Human embryo-
nic stem cells: research, ethics and policy. Human Reproduction.
18:4 (2003), p. 672-682. For review see: Passier R., Mummery C.
Origin and use of embryonic and adult stem cells in differentiation
and tissue repair. Cardiovasc Res. 58:2 (2003), 324-35. [63] Daniela,
F., Vescovi, A.L,, Bottai, D. The stem cells as a potential treatment for
neurodegeneration. Methods Mol Biol. (2007), 399: 199-213, doi:
10.1007/978-1-59745-504-6 14. Galli, R., Gritti, A., Vescovi, AL. Adult
neural stem cells. Methods Mol Biol. (2008), 438: 67-84. doi:
10.1007/978-1-59745-133-8_7. Gritti, A., Vescovi, A.L. Galli, R. Adult
neural stem cells: plasticity and developmental potential. Journal of
Physiology-Paris 96 (1), 81-90. Smith, A.R., Wagner, J.E. Alternative
haematopoietic stem cell sources for transplantation: place of um-
bilical cord blood. Br J Haematol. (2009), 147(2): 246-61, doi: 10.
1111/j.1365-2141.2009.07828 x., Harris, D.T. Non-haematological
uses of cord blood stem cells. Br J Haematol. (2009) 147(2):177-84,
doi: 10.1111/j.1365-2141.2009.07767 x. Gluckman, E. Ten years of
cord blood transplantation: from bench to bedside. Br J Hae-matol.
(2009), 147(2): 1929, doi: 10.1111/j.1365-2141.2009.07780. x.
Monti, M., Perotti, C., Del Fante C., Cervio M., Redi C.A., Fondazione
IRCCS Policlinico San Matteo, Pavia (Italia). Stem cells: sources and
therapies. Biol Res. 45:3 (2012), 207-14, doi: 10.4067/S0716 -
97602012000300002. van de Ven, C., Collins, D., Bradley, M.B.,
Morris E., Cairo M.S., The potential of umbilical cord blood multipo-
tent stem cells for nonhematopoietic tissue and cell regeneration.
Exp Hematol. 35:12 (2007), 1753-65. Lee, M.W., Jang, LK., Yoo, K.H,,
Sung, K.W., Koo, H.H. Stem and progenitor cells in human umbilical
cord blood. Int J Hematol. 92:1 (2010), 45-51, doi: 10.1007/s12185-
010-0619-4. Epub 2010 Jun 25.
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Memorandum of the International Conference
“Stem Cell Technologies: Clinical, Scientific,
Legal and Ethical Aspects in the European
Union”, Kaunas, Lithuania, 10.-11. X. 2013

We, the participants of the conference, together with experts
in biomedicine, ethics and law, gathered in Kaunas, Lithua-
nia, on October 10 - 11, 2013, at the conference entitled “Stem
Cell Technologies: Clinical, Scientific, Legal and Ethical
Aspects in the European Union” have agreed by consensus
the following:

1. We acknowledge that stem cell research must be carried
out in accordance with the principle of human dignity
as enshrined in the Charter of Fundamental Rights;

2. We recognize the great potential of cell-based therapies
for the treatment of a wide range of difficult or previously
untreatable conditions and the progress achieved in hae-
matopoietic stem cell and other adult cell therapies;

3. We acknowledge that sensitive ethical questions continue
to arise with regard to embryonic stem cell research and
that embryonic stem cell research is illegal in a number of
the EU Member States;

4. We express concern that some cell products are outside
the Advanced Therapy Medicinal Products Regulation
and that unproven cell medicinal products are being
offered to Europeans within and outside the EU.

We conclude that there is a need:

to ask for greater cooperation between EU Member States,
the scientific community, industry and other partners in
developing safe and effective cell-based therapy medicinal
products;

to note that the Court of Justice of the European Union has
ruled that “any human ovum must, as soon as fertilised, be
regarded as a human embryo if that fertilisation is such as to
commence the process of development of a human being,”
and that this ruling has serious ethical implications for our
society, for research and for industry;

to reaffirm that protection of patients is at the core of medi-
cal practice and urge EU Member States to develop an ade-
quate control mechanism of advanced therapeutic medici-
nal products;

to raise awareness and improve access of patients to existing
clinically safe and proven cell-based treatments;

to encourage EU institutions to consider their respective po-
licies.

Adopted 11.X.2013.

Consensus Framework for Ethical Collaboration
between Patients’ Organisations, Healthcare
Professionals and the Pharmaceutical Industry

A Consensus Framework established for ethical collabora-
tion between patients’ organisations, healthcare professio-
nals and the pharmaceutical industry, in support of high quali-
ty patient care. This Consensus Framework and the accom-
panying resources are intended to serve as a toolkit for those
associations, groups and alliances who wish to develop their
own policies. It neither aims to be comprehensive nor does it
constitute a single common policy of the organisations in-

volved. The individual policies of the participating organisa-
tions set out each organisation’s detailed commitments and
offer more diverse and in depth information and guidance.

Preamble

As developed and developing countries strive to address pres-
sing health challenges in the complex and fast-evolving health-
care environment, collaboration between all partners is es-
sential in ensuring proper delivery of the most appropriate ca-
re for patients worldwide.

In the 1980s international codes and guidelines were appro-
ved including the first IFPMA Code of Pharmaceutical Mar-
keting Practices in 1981 and the WHO Ethical Criteria for
Medicinal Drug Promotion in 1985. Since then progress has
been made to ensure appropriate interactions and ethical
promotion of medicines globally, including through self-regu-
latory and voluntary mechanisms such as codes of conduct
and principles. These highlight the need for patients’ organi-
sations, healthcare professionals, and the pharmaceutical
industry to work together for the benefit of patients, while
recognizing each other’s professional role in the context of
the healthcare value delivery chain and maintaining their
professional independence.

There is an important link between patients, healthcare pro-
fessionals, the pharmaceutical industry and their organisa-
tions in providing best solutions to patients’ health needs
and each partner has a unique role and responsibility in
ensuring that patients receive the most appropriate care. Pa-
tients must be informed and empowered to, along with their
caregivers, decide on the most appropriate treatment op-
tions for their individual health needs and to participate res-
ponsibly in use of health resources and managing their own
health. In this respect, healthcare professionals must ensure
that the treatment options they offer to patients are appro-
priate. In turn, the pharmaceutical industry has a duty to pro-
vide accurate, fair, and scientifically grounded information
for their products, so that the responsible use of medicines
can be facilitated.

The Consensus Framework for Ethical Collaboration is cha-
racterized by four overarching principles: Put Patients First;
Support Ethical Research and Innovation; Ensure Indepen-
dence and Ethical Conduct; and Promote Transparency and
Accountability. The Consensus Framework outlines some of
the key areas that should be considered by all partners to
help guide ethical collaborations at the individual and or-
ganisational levels [1], and is based on the common elements
within the documents listed in the Tools and Resources sec-
tion of the Framework. It encompasses a shared commit-
ment of organisations representing patients, healthcare pro-
fessionals, and the pharmaceutical industry to continually
improve global health and ensure, in collaboration with
other stakeholders, that all patients receive appropriate treat-
ment. This Framework aims to complement the various na-
tional, regional and global codes and guidelines and serve as
a model for similar joint initiatives between patient organi-
sations, healthcare professionals and pharmaceutical indust-
ry associations at the national level.

The Consensus Framework is currently supported by IAPO
[2], ICN [3], IFPMA[4], FIP[5] and WMA[G], as all partners
have a mutual interest in ensuring that the relationship bet-
ween patients, healthcare professionals, the pharmaceutical
sector, and their organisations, is based on ethical and res-
ponsible decision making.

[1] The Joint Framework is based on the common elements within the do-

cuments listed in the Tools & Resources section. [2] International Alliance of Pa-
tients’ Organizations (IAPO)[3] International Council of Nurses (ICN) [4] In-
ternational Federation of Pharmaceutical Manufacturers and Associations
(IFPMA) [5] International Pharmaceutical Federation (FIP) [6] World Medical
Association (WMA)
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The Consensus Framework is a living document and is open
to other key partners working in life-sciences and health-
care delivery, which are welcome to endorse it and com-
ment upon it.

Consensus Framework Principles

Put Patients First
Patients are our priority.
For example:

1 Optimal Care for All - Working as partners, at both the in-
dividual and organization level, to ensure that collaboration
between patients, healthcare professionals, and pharmaceu-
tical companies support patients and their caregivers in ma-
king the best decision regarding their treatment.

2 Partnerships - All partners working in healthcare have a
right and responsibility to collaborate to improve healthca-
re access and delivery. Establishing partnerships will aim to
deliver greater patient benefits.

Support Ethical Research and Innovation

Partners encourage clinical and related research conducted
to generate new knowledge about effective and appropriate
use of health treatments.

For example:

3 Clinical Research - Continuing to advocate and support the
principle that all human subject research must have a legiti-
mate scientific purpose, aims to improve health outcomes,
and be ethically conducted, including that participants are
appropriately informed as to the nature and purpose of the
research.

4 Objective Clinical Results - Continuing to ensure that com-
pensation for research is appropriate and does not compro-
mise objective clinical results of the research.

Ensure Independence and Ethical Conduct

Interactions are at all times ethical, appropriate and profes-
sional.

For example:

5 Gifts - Nothing should be offered or provided by a compa-
ny in a manner or on conditions that would have an inap-
propriate influence. No financial benefit or benefit in kind
should be sought, offered, provided or accepted in exchange
for prescribing, recommending, dispensing or administering
medicines.

6 Sponsorship - Continuing to advocate that the purpose
and focus of all symposia, congresses, scientific or professio-
nal meetings (an “Event”) for healthcare professionals and
patient organisations should be to provide scientific or edu-
cational information. The primary purpose of an event must
be to advance knowledge and all materials and content must
be balanced and objective. All events must be held in an
appropriate venue. Moderate and reasonable refreshments
and/or meals incidental to the main purpose of the event
can be provided to participants of the event.

7 Affiliation - Business arrangements and professional rela-
tionships between partners should not inappropriately in-
fluence their practice, compromise their professional integ-
rity or their obligations to patients. Business arrangements
and relationships should respect professional integrity and
should be transparent.

Promote Transparency and Accountability

Partners support transparency and accountability in their
individual and collaborative activities.

For example:

8 Fees for Services - Working together to ensure that all ar-
rangements requiring financial compensation for services,
such as consultancy or clinical research, have a legitimate pur-
pose and a written contract or agreement in place in advan-
ce of the commencement of services. Remuneration for servi-
ces rendered should not exceed that which is commensu-
rate with the services provided.

9 Clinical Research Transparency - Continuing to support
the premise that both the positive and negative outcomes of
research evaluating medicines, other products and services
should be disclosed. Clinical research in patients and related
results should be transparent while respecting patient privacy.

Implementation, Monitoring and Reporting Mechanism

Partners are encouraged to develop their own self-regulato-
ry codes and principles for ethical collaboration and interac-
tions and ensure their effective implementation. Systems to
monitor and report breaches of the set standards should be
established to support ethical practices and ensure account-
ability both at the institutional and individual levels. These
may include, for example, public statements detailing col-
laborative agreements and external review mechanisms.

Tools and Resources

¢ WMA Declaration of Helsinki - Ethical Principles for
Medical Research Involving Human Subjects (2013)

http://www.wma.net/en/30publications/10policies/b3/
¢ IAPO Healthcare Industry Partners Framework (2012)
http://www.patientsorganizations.org/partners

¢ FIP Rules of Procedure - Guidelines for Sponsorship
(2012) (internal document)

¢ IFPMA Code of Practice (established in 1981; last revi-
sion 2012)

http://www.ifpma.org/ethics/ifpma-code-of-practice/ifpma-
code-of-practice.html

¢ ICN Code of Ethics for Nurses (2012)
http://www.icn.ch/about-icn/code-of-ethics-for-nurses/

¢ WMA Statement Concerning the Relationships b/w
Physicians and Commercial Enterprises (2009)

http://www.wma.net/en/30publications/10policies/r2/
¢ ICN Position Statement: Informed Patients (2008)

http://www.icn.ch/images/stories/documents/publica-
tions/position_statements/E06_Informed_Patients.pdf

¢ FIP/WHO Developing pharmacy practice - a focus on
patient care (20006); Chapter II-3: Information management
and the use of evidence.

http://www .fip.org/good_pharmacy_practice
¢ ICN Position Statement: Nurse Industry Relations (2006)

http://www.icn.ch/images/stories/documents/publica-
tions/position_statements/E09_Nurse_Industry_Relations.pdf

¢ [APO Organizational Values (2005)

http://www.patientsorganizations.org/attach.pl/700/278/IA
PO7s00rganizational0Values.pdf

¢ FIP Statement on Professional Standards - Code of
Ethics for Pharmacists (2004)

www.fip.org/statements

¢ WHO Ethical Criteria for Medicinal Drug Promotion
(1985) http://archives.who.int/tbs/promo/whozip08e.pdf

Text taken from the web page of the World Medical Association at www.
wma.net
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6. konsenzny workshop - Klinické skisanie
produktov a liekov v SR v roku 2014
MZ SR, 2.4.2014

Dna 2. aprila 2014 sa v konferen¢nych priestoroch Minis-
terstva zdravotnictva v Bratislave uskutoc¢nil tradi¢ny kon-
senzny workshop venovany aktualitim z oblasti klinického
skuSania a Spravnej klinickej praxe v celostitnom a v medzi-
nirodnom kontexte. Konal sa pod odbornou garanciou Usta-
vu farmakoldgie, klinickej a experimentalnej farmakologie LF
a Ustavu zdravotnickej etiky FOaZOS Slovenskej zdravot-
nickej univerzity a Slovenskej spoloc¢nosti klinickej farma-
kologie, o. z. SLS (SSKF), za aktivnej ucasti predstavitelov
MZSR, SUKL, zastupcov zadavatelov a organizatorov klinic-
kych skuasSani, ¢lenov etickych komisii a skdSajucich (spolu
120 registrovanych ucastnikov). Sticastou programu bolo aj
16. celostitne stretnutie etickych komisii v SR.

Workshop prebiehal v troch odbornych sekciach. Prva bola
venovand novému Nariadeniu Eurépskeho parlamentu a
Rady o klinickom skusani liekov nahrddzajiicemu Smernicu
2001/20/EK a jeho dosledkom pre prislusnu legislativu SR z
pohladu MZSR (J. Slany) a SUKL (P. Gibala), z hladiska zad4-
vatelov a organizitorov klinickych skasani (H. Mrazova, M.
Noskovicova, N. FarkaSovd), ako aj s ohladom na nové pozia-
davky na pricu, kvalifikdciu a odborné kompetencie etickych
komisii (J. Glasa). Ide o nova medziniarodnd privou normu
pre oblast klinickych skuSani a Spriavnej klinickej praxe, kto-
rda ma priamy ucinok vo vsetkych clenskych krajinich Eu-
ropskej unie a vyZiada si prijatie viacerych zavaznych opat-
reni aj na tzemi SR.

Nasledujica odborna sekcia sa zaoberala obsahom a prak-
tickym vyznamom neddvnej novely Helsinskej deklaricie
(SAL/WMA 1964/2013) pre oblast biomedicinskeho vysku-
mu a klinického skasania v SR (T. Kréméryova), a to osobit-
ne z hladiska price a zodpovednosti skuiSajiceho lekira (H.
Glasova), ako aj z pohl'adu jeho zadavatela a organizatora (A.
Lengyelova, K. Kovicova).

Osobitnd sekcia bola venovana problematike klinického
skusania novych ockovacich latok a jeho vyznamu pre ni-
rodny program ockovania v SR (H. Hudeckovi), z pohladu
zadavatel'a a organizatora klinickych skisani (P. Rupcikova) a
z pohladu ockujiceho pediatra (K. Simovicova).

Vystupom rokovania je konsenzny odborny materidl - Zave-
ry workshopu a odporiicania pre prax (vid nizsie), ktory ucast-
nici prostrednictvom organizatorov zaslali prislusnym Stat-
nym institdciam (MZ SR, SUKL) s ponukou odbornej spolu-
price pri priprave a implementicii potrebnych opatreni,
ktoré bude v pomerne kritkom ¢ase nevyhnutné na Sloven-
sku realizovat.

Prof. MUDr. Jozef Glasa, prezident SSKF SLS

Zavery workshopu - odporiacania pre prax

A. Prijatie nového nariadenia Eurépskej tinie (EU) o klinic-
kom skti$ani a Spravne;j klinickej praxi’ prindsa zivazné zme-
ny pre vykondvanie a pravne prostredie klinického skusania
v EU a v Slovenskej republike (SR). Ide o novy, zivizny od-
borny, pravny a eticky Standard. VyZaduje:

1. zosuladenie legislativneho prostredia v SR s tymto no-
vym Standardom (novela prislusnych zikonov);

2. spresnenie vnutrostatnych postupov a Standardov posu-
dzovania a povolovania klinickych skuSani v SR, vritane ¢in-
nosti, uloh a zodpovednosti etickych komisii (vyhlaska /od-
borné usmernenie; registracia / akreditacia / certifikicia);

3. aktivnu a systematickd edukdciu vSetkych subjektov, kto-
ré sa zucastiuju na klinickom skus$ani, vritane zodpoved-
nych skusajacich, pacientov i laickej verejnosti (certifikicia /
akreditacia);

4. zabezpecenie informovanosti skusajicich, odborne;j i laic-
kej verejnosti o poZiadavkach novelizovanej Helsinskej dek-
lardcie Svetovej asocidcie lekdrov (2013) a ich doslednu im-
plementiciu v oblasti klinickych skisani a biomedicinskeho
vyskumu v SR (oficidlny preklad, edukdcia, popularizicia;
zlepSenie prostredia a vnimania klinického skdSania a bio-
medicinskeho vyskumu; aktivity EUPATT; tlohy, zodpoved-
nost a aktivity MZ SR, SZU, SSKF, SLS, SUKL a i.)

B. Klinické skuSanie novych vakcin zabezpecuje overenie
ich acinnosti a bezpecnosti po predchiddzajucom predklin-
ickom skuasani. Jeho podpora, pri reSpektovani prislusnych
odbornych a etickych Standardov, je Ziaduca aj v podmien-
kach SR.

! Regulation of the European Parliament and of the Council on clini-

cal trials on medicinal products for human use, and repealing Di-
rective 2001/20/EC (prijaté Europskym parlamentom 2. 4. 2014)

Medicinska etika & bioetika - Medical Ethics & Bioethics. Medzinirodny, dvojjazy¢ny, vedecko-odborny ¢asopis pre otizky medicinskej etiky a bioetiky. Je urceny
najsirSej medicinskej a zdravotnickej verejnosti v Slovenskej republike a v zahranici, zvlast ¢lenom etickych komisii. Md za ciel napomdhat medzinirodni vymenu
informdcii a dialog na poli medicinskej etiky a bioetiky. Prindsa informdcie o aktudlnych podujatiach a udalostiach v oblasti medicinskej etiky a bioetiky, povodné
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