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bstract

The European Convention on Human Rights and Biomedicine was adopted by the Committee of Ministers of the Council
f Europe on 19 November 1996 and opened for signature on 4 April 1997. At the moment 21 of the 33 countries that signed
he Convention are EU Member States. Signing the Convention implies the obligation to put the Convention before the national
arliament within a reasonable period of time with a view to ratification. Eight of the 21 EU Member States – namely Finland,
rance, Italy, Latvia, Luxembourg, The Netherlands, Poland and Sweden – still have to complete the ratification.

In this article the reasons why eight Member States have not yet ratified the Convention, but only signed it, are mapped and

nalyzed. Because of the concrete list of patient rights provided for in the Convention, we focus on the question whether the
easons for not ratifying are related to these patient rights provisions.

2007 Elsevier Ireland Ltd. All rights reserved.
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. Introduction

On 4 April 1997 representatives of 21 Member
tates of the Council of Europe signed the Conven-

ion for the Protection of Human Rights and Dignity of
uman Beings with Regard to the Application of Biol-
gy and Biomedicine (hereafter the Convention) [1].

t the moment of signing 10 of these 21 were Member
tates of the European Union. After this opening for
ignature 12 other countries decided to sign the Con-
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ention, which brings the total number on 33. At the
oment 21 of these countries are EU Member States.
By signing the Convention, the process of ratifica-

ion by the national authorities began and the obligation
to refrain, in good faith, from acts that would defeat
he object and purpose of the Convention” was placed
n these countries [2]. Moreover, signing the Conven-
ion implies the obligation to put the Convention before
he national Parliament within a reasonable period of
ime with a view to ratification.
Already 13 of the 21 EU Member States – namely
ulgaria, Cyprus, Czech Republic, Denmark, Esto-
ia, Greece, Hungary, Lithuania, Portugal, Romania,
lovakia, Slovenia and Spain – have finished their rati-

ved.

mailto:herman.nys@med.kuleuven.be
dx.doi.org/10.1016/j.healthpol.2007.10.011
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cation process. These countries fulfilled the obligation
rovided for in article 1, Section 2 of the Conven-
ion and tried to make their internal law in conformity
ith it [3]. Eight countries – namely Finland, France,

taly, Latvia, Luxembourg, The Netherlands, Poland
nd Sweden – signed, but still have to complete the
atification.

The overall purpose of this article is to map and
nalyze the reasons why these eight States have not yet
atified the Convention. In particular, because of the
oncrete list of patient rights provided for in the Con-
ention, we want to know whether the reasons for not
atifying are related to these patient rights provisions.

The structure of this article is as follows. Section 2
ives an overview of the Convention on Human Rights
nd Biomedicine itself. In Section 3 the legal differ-
nces between a signature and ratification are clarified
nd the consequences of signing are further explored.
ection 4 explores the reasons why these countries did
ot ratify, and analyses for each of these Member States
hat their current position is regarding patient rights.
ection 5 draws conclusions and contains some final
emarks.

. The Convention on Human Rights and
iomedicine

For several years now, the Council of Europe
as concerned itself with the problems confronting
ankind as a result of advances in medicine and biol-

gy. At the same time, a number of countries have done
heir own internal work on these topics, and this work
s proceeding. So far, therefore, two types of endeavor
ave been undertaken, one at a national and the other
t international level.

Because of the diversity in this field, a need was felt
o harmonize and complete where necessary the exist-
ng national legislations concerning the application of
iology and medicine. In July 1994, a first version of the
raft Convention was subjected to public consultation
nd was submitted for an opinion to the Parliamentary
ssembly of the Council of Europe. After 2 years of

edrafting, the Convention was adopted by the Commit-

ee of Ministers on 19 November 1996. It was opened
or signature in Oviedo, Spain, on 4 April 1997.

It sets out only the most important principles. The
onvention as a whole will thus provide a com-
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on framework for the protection of human rights
nd human dignity in both longstanding and devel-
ping areas concerning the application of biology and
edicine [4]. The Convention is now of growing impor-

ance as a standard to evaluate the efforts and the
rogress made by the Member States of the European
nion to promote and protect the rights of patients and
sers of health services [5].

The Convention contains 14 chapters. In the light of
he objective of this article the following chapters are
elevant: Chapters II and III of the Convention provide
ndividual patient rights such as the right to consent, the
ight to information about one’s health status and the
ight to private life. These rights are the main patient
ights that should be guaranteed in every health care
ntervention. Chapter V: “Scientific Research” is also of
mportance here. As will become apparent later article
8 concerning the “research on embryos in vitro” is
elevant [6].

. Legal difference between signing and
atifying the Convention

“Ratification” and “signature” are both terms related
o the process whereby a State indicates its interest in
nd its consent to be bound by a treaty. However, there
s an important difference between both terms.

When a State signs a treaty, this signature is sub-
ect to ratification, acceptance or approval. By merely
igning, the State has not yet expressed its consent to
e bound by the treaty. However, a State that signs a
reaty, is obliged to refrain, in good faith, from acts
hat would defeat the object and purpose of the treaty.

oreover this State is required to put the treaty before
he national Parliament for ratification, acceptance or
pproval, thereby giving the people’s representatives a
irect say in the external activities of the State.

Unlike “signature” “ratification” refers to an act
ndertaken in the international sphere, whereby a State
xpresses its concrete consent to be bound by a treaty.
sually ratification involves two distinct procedural

vents. The first is related to the constitutional (inter-
al) law of a contracting party. It involves the national

rocedure that must be fulfilled before the State can
ssume the international obligations enshrined in the
reaty. In many instances this involves approval by the
ational Parliament. The second event deals with the
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xternal (international) level. It is the process through
hich the contracting party indicates its consent to be
ound to the other contracting parties.

As the Convention on Human Rights and
iomedicine contains no provision deviating from

hese rules, they are also applicable on it.

. Reasons for not ratifying the Convention and
he protection of patient rights

As already mentioned 8 EU Member States signed
he Convention, without having ratified it until now. It
s remarkable that 7 of the 8 EU Member States signed
he Convention already the day it opened for signature
n 4 April 1997. Only Poland signed two years later, on
May 1999 [7]. Bearing the consequences of signing
Convention in mind, the puzzling question is why

hese countries did not ratify in a reasonable period
fter signing the Convention.

.1. Finland

The main reason for the delay in ratification by Fin-
and has to do with the constant failure to enact a law
n assisted reproduction, a topic which is closely con-
ected to the Convention, because article 18 regulates
herapeutic cloning.

In a guideline of the National Advisory Board
n Research Ethics on human stem cells, cloning
nd research the following statement on the process
f ratification is given: “Finland’s ratification of the
iomedicine Convention is expected to take place as

oon as legislation on assisted reproduction has been
ntroduced. Before ratification, Finland must consider
ts final approach to therapeutic cloning. If we accept
herapeutic cloning, we must either make a reservation
o article 18 of the Biomedicine Convention or make
nown the definition of the embryo as defined under
innish law [8]”. Another advisory board, the National
dvisory Board on Health Care Ethics, stated in an
pinion for the Ministry for Foreign Affairs regarding
he Convention and its additional protocols that: “In
inland, for instance the Act on the Status and Rights

f Patients, the Medical Research Act, the Act on Med-
cal Use of Human Tissues and Organs, and the Mental
ealth Act are quite in line with both the Biomedicine
onvention and its additional protocols. There are no

s
s
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rovisions in legislation that would be contradictory
o the Biomedicine Convention. Neither is it probable
hat provisions in contradiction with the Biomedicine
onvention will be included in the law on infertility

reatment which is being drafted at the Ministry of
ustice. [. . .]”. Although framed in another way, this
tatement does not deviate from the statement of the
ational Board on Research Ethics.
With regard to the definition of the embryo, the

ational Advisory Board on Health Care Ethics com-
ents as follows: “The Finnish Medical Research Act

efines that an embryo means a group of living cells
esulting from fertilization, and according to this defini-
ion a cell tissue resulting from nuclear transplantation
ould not be an embryo. At least a notification of this

hould be made when ratifying the Biomedicine Con-
ention (Article 18) [9].” (Italic by authors) Also this
s in line with the proposal of the other Advisory Board
o make known the definition of the embryo as defined
nder Finnish law.

On 22 December 2006 the Law on Assisted Repro-
uction was accepted by the Finnish Parliament. It will
ome into force as of 1 September 2007 [10].

Because of the acceptance of this law, and the fact
hat the absence of this law was the justification for not
atifying, the ratification could proceed in 2007 [11].

Despite the fact that Finland did not ratify, national
egislation on patient rights is already in conformity
ith the Convention. This can be deduced from the

bove cited opinion of the National Advisory Board
n Health Care Ethics. Moreover, this is the result of
deliberate policy. The intention to bring all laws –

ld and new – concerning patient rights systematically
n conformity with the Convention can also be read in
n earlier opinion of the National Advisory Board on
ealth Care Ethics on some amendments on the Act
n the Status and Rights of Patients: “It should there-
ore be carefully considered what kind of changes the
onvention on Human Rights and Biomedicine of the
ouncil of Europe requires to be made to the original
innish Patient Act [12].”

In Finland patient rights are protected by several
aws: specific patient rights legislation and general

tatutory provisions regarding health care. The most
ignificant is the Act on the Status and Rights of
atients (No. 785/1992). This law, which is the world’s
rst patient rights act, regulates several rights of
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atients, such as the right to information, the right to
elf-determination, the maintenance of patient records,
tc [13]. Other significant acts are the Act on the Status
nd Rights of Social Welfare Clients (No. 812/2000),
hich provides very similar rights as the Patient Rights
ct and the Act on Patient Injuries (No. 585/1986),
hich focuses on financial compensation for patients

n case of medical damage.

.2. France

France signed the Convention the day it opened for
ignature. The text of the Convention is partly inspired
y the French Acts on Bioethics of 1994 [14]. Although
ecause of this “inspiration” there were from the very
eginning a lot of parallels between French law and
he Convention, France did not ratify it [15]. In a
peech during the General Conference of UNESCO
n 14 October 2003, the then President of France,
acques Chirac, gave the following explanation for the
on-ratification: “The drafting of the Oviedo Conven-
ion can be used as a model. This instrument has now
ntered into force and provides the terms of reference
or defining European rules and developing national
ioethical standards. France will complete the process
f ratifying the Convention, after amending its own
ioethics legislation at the end of the year” [16]. (Italic
y authors) The will to ratify was repeated by the then
inister of Health Jean-François Mattéi and his succes-

or, Phillipe Douste-Blazy in the preparatory debates
f the Act on Bioethics of 2004 [17]. On 6 August 2004
his Act which revised the Acts on Bioethics of 1994,
as approved by the French Parliament. Although this

evision was the only reason given for not ratifying, the
atification process did not start after it.

Currently the Act on Bioethics of 2004 itself is being
mended. More in particular, article 22 – concerning
loning – needs revision, because it does not include
prohibition of reproductive cloning. According to a

eport to the then Prime Minister on “Stem cells and
thical choices” of 2006 the ratification of the Conven-
ion will now take place together with a ratification of
he Additional Protocol to the Convention concerning
he prohibition of cloning [18].
On 4 March 2002 the Act No. 2002-303 concerning
he rights of patients and the quality of the health system
amending among other things the Public Health Code

a
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nd the Civil Code) was approved by the French Parlia-
ent. Patients’ associations were active in promoting

his Act. A redefinition of priorities by the govern-
ent places from now on “the individual, the person,

n other words the patient or the user, as the focus of
oncerns, at the centre of legislation: we must move
rom a system of professionals to a system directed
owards the individual” [19]. The Act inserts a prelimi-
ary chapter in the Public Health Code entitled “Rights
f the Individual”. The Act includes three objectives.
he first objective is to enhance patients’ ability to use

heir “voice” in the health care system. A key emphasis
ereby is put on individual rights for the patient. The
ords of article 1111-1 of the Public Health Code could
ot be clearer: “There can be no democratic health sys-
em without a corresponding legal framework of rights
ccorded to sick people and users.” The second objec-
ive is to improve the quality of care and to develop
ontinuing education for health care professionals and
valuation of professional practice. A third objective
oncerns the protection against the risks related to diag-
ostic and therapeutic procedures [20]. On 22 April
005 the Act No. 2005-370 concerning the rights of
atients and the end of life came into force. Like the
ct of 2002, this Act amends in the first place the Public
ealth Code. Both Acts taken together, France disposes
f extensively developed patient rights legislation.

.3. Italy

On 28 March 2001, the Act No. 145, which ratified
he Convention, was approved by the Italian Parlia-
ent, with a majority of 386 for, 3 against and 13

bstentions, although the Parliament was at that time
lready dissolved because of the forthcoming political
lections [21]. This was not the only remarkable fact
oncerning the ratification in Italy. On the list of signa-
ures and ratifications of the Convention on the website
f the Council of Europe, Italy appears as one of the
ountries which only signed.

The ratification procedure of an international treaty
as two phases: an internal and an external phase. The
nternal phase usually comprises the adoption by the
arliament of a law to authorize ratification of the treaty

nd the promulgation of that law by the Head of State.
he external phase is constituted by the deposit of the

nstrument of ratification [22]. Because Italy has not yet
eposited the instrument of ratification and as this is an
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ssential part of the procedure according to article 33.4
f the Convention, Italy does not appear as a country
hich has ratified the Convention [23]. No reasons why

taly did not deposit the instrument of ratification, were
ound.

Patient rights in Italy are regulated by the Code on
edical Ethics. Because of the fact that this Code is

ot legally binding, “many in Italy, aspire to a more
ffective code of medical deontology which not only
ives examples and advice but which also assumes the
ole of an actual law as happens in France where ‘Le
ode de déontologie médicale’ is a legislative act” [24].
lthough there is no concrete patient rights legislation

n Italy, this does not mean that no evolution can be
oticed concerning patient rights and the adaptation of
he legislation to the Convention. The Convention has
layed a major role in the discussions regarding the
ct No. 40 of 19 February 2004 on medically assisted

eproduction [25]. According to Fenton “the catalyst
or legislating in 2004 was the ratification of the 1997
viedo Convention and subsequent Protocol in order

o bring Italy into line with the principles of the Con-
ention and the Protocol” [26]. In the deliberations
oncerning the admissibility of a popular referendum
n Act No. 40 the Government argued for the inadmis-
ibility of the referendary question because “the law
ontained norms adopted in light of international and
uropean laws, or adopted in close connection to them

in particular the Oviedo Convention on Human Rights
nd Biomedicine of April 4, 1997 and its Additional
rotocol No.168 of 12 January 1998 banning human
loning, both ratified and implemented domestically
ith law no 145 of 28 March 2001)” [27]. The Consti-

utional Court declared this request for a referendum
nadmissible. Three requests for a partial repeal of Act
o. 40 have been declared admissible [28].

.4. Latvia

During a period of 50 years Latvia has been liv-
ng under the Soviet regime. In this period human
ights, personal dignity, and human autonomy where
ot protected by any law. The country regained its

ndependence at the end of the twentieth century [29].

The procedure of ratification of the Convention
tarted already in 2000. The Act on ratification passed
he first reading in Parliament in January 2001. In Octo-

n
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er 2002 a new Parliament was elected, and it was
herefore necessary to start the ratification procedure
ll over again. This second procedure for ratifica-
ion started in Parliament in December 2002 and also
assed the first reading. Since than no further develop-
ent was found. There is no official answer why this

s so.

Although Latvia has signed the Convention on 4
pril 1997, its patient rights legislation is not well elab-
rated. The Latvian Constitution declares in article 111
hat the State shall protect human health and guarantee
basic level of medical assistance for everyone [30].
otwithstanding this article, Latvian Parliament seems
ot to be very active in this field. It has passed some
aws, such as the Law on Medical Care, and the Law on
harmaceuticals, but many health-related fields such as
atient rights have not yet been covered by laws. The
nly regulations concerning patient rights can be found
n a short chapter of the Law on Medical Care [31].

Acting as an expert for the World Health Organiza-
ion, Lars Fallberg studied the patient rights situation
n Latvia in 2003. One of his conclusions was the fol-
owing: “It is very important to define by law in which
ases a doctor or other health care specialist may be
llowed to use force and similar methods, and when
hey may not.” His report also included the need to
pecify by law the accountability of medical workers
nd to focus more on securing the protection of medi-
al information, which is “a significant gap in the law,
nd it is unacceptable that the law does not protect
he medical and personal information of health ser-
ice users.” According to Fallberg patients generally
ack the opportunity to complain about the violation
f their rights. Patients complained, according to Fall-
erg, mostly about the disorderly family doctor system,
s well as the “unofficial money” relations between
octors and patients [32].

A draft law on Patients’ Rights has passed first read-
ng in Parliament in 2005. Since the spring of 2005 this
raft is being revised. Fallberg also studied this draft
aw and stated that “the draft law on the Rights of
atients has to be improved before it can be accepted
y Parliament. The draft law consists of several weak-

esses. It refers to other legal acts without mentioning
ny specific one. The draft law includes terms such as
medical documents’, ‘medical persons’ without defin-
ng them. Furthermore, the draft law lacks consistency
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nd the various provisions are repeatedly overlapping
ach other. [. . .] Fundamental provisions are missing
hich makes it difficult to get an understanding of what
alues the legislator aims to protect with the draft law
33].”

In March 2007 a new visit by Fallberg to Latvia
reated a momentum. Proposals for a second read-
ng of the draft Law are now being prepared. Fallberg
epeated that there are still the same important prob-
ems of understanding and interpreting patient rights as
here were in 2003 [34]. Although this statement may
ook rather negative, the understanding and interest in

Law on Patient Rights by members of Parliament,
he Ministry and several doctors has changed for bet-
er, according to Liene Sulce, Director of the Patients’
ights Office of Latvia [35].

Another step forward is the Latvian Ombudsman,
hich was established on 1 January 2007 by the new
mbudsman Law. This institution can be of help in
rotecting patient rights [36].

.5. Luxembourg

Luxembourg is one of the countries that already
ade considerable progress in the ratification process.
n 2 February 2006 a proposal for an act on the ratifi-

ation of the Convention was presented in Parliament
37] and this proposal was sent to the Council of State
o receive its opinion. This opinion was made public on
April 2006. The Council of State noticed that the pro-
osal was limited to the modification of the Act of 25
ovember 1992 on the removal of human tissues, to
ring it in conformity with the Convention. Because
f the fact that the ratification Act would have an
mportant influence on “very wide and ethical complex
ssues” – such as the examination and manipulation of
he human genome, the medical assisted procreation
nd the research on embryos for reproductive cloning
the Council of State proposed to delay the ratification
f the Convention until these issues have been regulated
n national legislation [38].

Reacting on this opinion the Government stated that
here were more reasons to ratify, than to delay it. Its

ajor argument was that because of the direct appli-

ability of many articles in the Convention [39], these
rovisions would complete the national legislation on
atient rights and the legislation on research on the
uman genome [40]. Since this Governmental reaction
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as made public on 30 May 2006, nothing more was
eard on this issue.

Luxembourg does not have a specific patient rights
ct. The Act on hospital establishments of 28 August
998, contains in Chapter 10 a catalogue of important
atient rights of which some are only applicable to the
atients who are admitted in a hospital, while other
ights are applicable to every patient [41]. A new Code
f medical ethics has been adopted and approved by
inisterial Decree of 7 July 2005 [42]. This Code of
edical ethics contains a specific Chapter IV about the

elations between the doctor and the patient. This Code
s legally binding.

In this respect we refer to a new constitutional pro-
ision adopted in 2004 stating that the bodies of a
rofession, such as doctors, provided for by law, may
dopt binding rules for the members of the profession
43].

.6. Poland

As one of few countries Poland abstained vote on
he final text of the Convention on 19 November 1996
44] and was from the beginning rather skeptical about
he entire Convention [45]. Early reports from Polish
ebate on the Convention put forward that the Conven-
ion does not grant satisfactory protection of the fetus
46].

Poland is a country with one of the strongest stan-
ards in the protection of unborn life. It is protected
rom the moment of conception. Therefore Poland
elieves that the ban on therapeutic cloning in the Con-
ention is not strong enough and leaves unacceptable
oopholes by allowing it [47]. Contrary to this widely
pread political opinion, the prevailing opinion of the
olish scientific community, which convened several
onferences with foreign participation on the issues of
enetics and bioethics, is that only reproductive cloning
hould be completely banned. The Code of Medical
thics of 2004 further stipulates that a physician shall
articipate neither in the procedures of human cloning
or reproduction or therapeutic purposes, nor in the acts
iming to provoke genetic changes in humans [48].
It is not probable that consensus will soon be reached
etween these diverging opinions [49]. Under these
ircumstances Poland might opt to develop a more
estrictive domestic legislation, before ratifying the
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onvention. No legislative initiatives have been taken
50].

A way out of this impasse might be an initiative
f the Ombudsman for Human Rights [51]. Because
f the close connection of cloning with human rights
his institution could present this topic as an important
uman rights issue on which effective regulation should
e achieved as soon as possible. In that way, a public
ebate on these sensitive topics may be enabled.

Patient rights are regulated in many different legal
cts. The most important one is the Act of 30 August
991 on Health Care Institutions which was the first to
pecify the fundamental rights of patients. The general
ight to health care of every citizen is granted in article
8.1 of the Polish Constitution [52].

To enforce the position of the patient within the
ublic health care system, there exists “The Office
f Patient Rights and the institution of the Ombuds-
an of Patient Rights”[53]. After questions raised by

he Polish Ombudsman on the topic of patient rights,
he Ministry of Health presented a ‘Charter of Patient
ights’ in December 1998. The Charter provides a
atalogue of patient rights with references to the corre-
ponding legal basis, but in itself it is not a source of law.
fter 1998 several laws, providing patient rights, were

mended and new regulations were adopted. Therefore
he Charter cannot be considered as a document giving
he complete picture about the legal protection of the
atient in Poland.

.7. The Netherlands

Between 1998 and 2002 some initiatives were taken
o ratify the Convention, but no law came into force.
n the years there after a fundamental conflict between
rticle 18 of the Convention and the Act on Embryos
f 20 June 2002 came to the surface.

Article 18 of the Convention prohibits the cre-
tion of human embryos for research purposes. The
ct on Embryos also prohibits the creation of human

mbryos for such purposes, but this prohibition is
nly temporary. The Government can lift this prohi-
ition and consequently make the creation of embryos

or research purposes under strict conditions possible
54].

In 2004 the Government decided not to change the
urrent legal situation during the governmental session.

f
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he consequence of this decision was that during this
ession no use was made of the possibility to lift the
rohibition. But also, the Government did not propose
o change the Act on Embryos in order to prohibit the
reation of embryos for research purposes, without any
xceptions [55]. The ratification of the Convention is
elayed until the Act on Embryos and the Convention
tself have been evaluated [56].

Meanwhile a new Government was installed in the
etherlands. One may doubt whether during this new
overnmental session anything will change in this field.
ntil now no initiative has been taken in order to start

he process of ratification.
The Netherlands is one of the pioneer countries

hen it concerns patient rights. The rights of patients
ave acquired their place in the Dutch legal system by
he codification of the general rights of the patient in
he Act on the medical treatment contract of 1 April
995, as part of the Dutch civil code [57]. The main
urpose of the Act is to clarify and strengthen the legal
osition of the patient.

The scope of the legal provisions on patient rights
lso extends to medical actions that are not performed
n the frame of a contract in as far as the nature of the
ituation allows for the application of the provisions
58].

Because of the clear structure of this Act, several
ountries – such as Lithuania and Estonia – have based
heir Patient Rights Act on the Dutch Medical Contract
ct [59].

.8. Sweden

Sweden signed the Convention on 4 April 1997.
ccording to a Government proposition 2002/03:50 in
rder to ratify the Convention ethically correct research
equires necessarily a legally enforceable regulation in
rder to protect the participants [60]. This legislation is
ecessary because the Convention contains certain stip-
lations concerning the conduct and implementation of
thically correct research.

After the signing of the Convention, several adjust-
ents have been made in Swedish law, partly in view

f a future ratification. According to E. Rynning, Pro-

essor of Medical Law of the Uppsala University, three
mportant acts were constructed to this end. These are
he Act on Biobanks in Health Care of 2002, the Act
n Ethical Review of Research Involving Humans of
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003 and the Embryo Act of 2005 [61]. With regard
o the Embryo Act a reservation will be necessary with
egard to article 18.2 of the Convention because this act
xplicitly allows the creation of embryos for research
hile prohibiting reproductive cloning [62].
According to E. Rynning there are still several areas

here Swedish law is not in conformity with the Con-
ention among which the following two. Firstly there
s a lack of a comprehensive system for proxy decision-

aking for incapacitated adults in health care and
esearch. This was stated in a report of a Parliamen-
ary Commission in December 2004 [63]. The Ministry
f Health took this report into consideration, but no
oncrete solutions were found [64]. The second prob-
em relates to human genetics and has been signaled in
report by the Committee on Genetic Integrity [65].
here is no prohibition of predictive testing for non
ealth related purposes, nor is there any explicit prohi-
ition of genetic discrimination. And the possibility of
hoosing the sex of a future child is not regulated [66].

The Committee proposed the introduction of new
egislation in the form of an Act on Genetic Integrity,
ealing with aspects related to Chapter IV—Human
enome, of the Convention. Not all aspects of the pro-
isions of this Chapter are dealt with in the proposed
ct, as the Committee presents a rather restrictive

nterpretation of the obligations prescribed in the Con-
ention.

Sweden has no specific Patient Rights Act. Patient
ights are promoted in different ways. In several acts

such as the Health and Medical Personnel Duties
ct and the Code on Parents, guardians and children
patient rights are regulated in a rather specific way.
he Federation of County Councils has issued a Char-

er which contains several principles for promoting
atient rights based on existing legislation and agree-
ents between the Federation of the County Councils

nd the State. This document was sent to all the county
ouncils in order to shape in each county a patient rights
olicy based on the principles of this document. How-
ver, this document was not designed to provide legal
ights enforceable in court nor can it be considered as
national charter [67].
In 1997, the official report “The Patient is Right”
oncluded that patient rights in Sweden are well pro-
ected, but the aim should be to propose a patient rights
aw within the next few years to come. In the mean
y 86 (2008) 222–233 229

ime, however, a number of complementary provisions
ere proposed, which came into force in 1999 [68].

. Concluding remarks

More than 10 years after having signed it, eight EU
ember States did not ratify the Convention on Human
ights and Biomedicine. Because of the importance of

his Convention for the harmonization of patient rights
n the EU, the reasons for not ratifying were explored.

In the majority of these eight countries a remark-
ble change in policy concerning patient rights can
e noticed. These policies are since the signing of the
onvention directed towards conformity with the Con-
ention. The obligation “to refrain, in good faith, from
cts that would defeat the object and purpose of the
onvention” is consequently being respected by most
ountries.

The eight Member States can be divided into three
roups according to the reason for not ratifying:

The countries that already changed their legislation
in order to comply with article 1 Section 2 of the
Convention and for which the way is free to ratify
(“Ready to ratify”);
The countries that encounter problems with article
18 (embryo-research) of the Convention and that
either will have to adjust their legislation, or will
have to prepare a reservation based on article 36 of
the Convention; problems with patient rights are not
the (main) reason for not ratifying (“Problems with
article 18”).
The countries for which ratifying the Conven-
tion causes major problems because of problems
to provide sufficient protection for patient rights
(“Problems with patient rights”).

.1. Ready to ratify

Finland and Luxembourg will probably ratify in the
ear future.

Although Finland should also be mentioned in the
second group of countries it will probably finalize

the ratification process soon, because of the Law on
Assisted Reproduction of 22 December 2006 which
has been accepted in the Finnish Parliament and
which will come into force as of 1 September 2007.
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Because of the fact that Luxembourg is already in the
process of producing an Act on the ratification of the
Convention and the Government has made a strong
opinion in favor of the ratification, the Convention
will probably be ratified in the near future.

Finland is the only country of this group that has
concrete Patient Rights Act. Beside this Act patient

ights in Finland are also protected in other laws.
Luxembourg protects patient rights through several

aws in which certain patient rights are regulated. Gen-
rally spoken patient rights are well protected in these
ountries and are already very much in line with the
onvention.

.2. Problems with article 18 of the Convention

This is the largest group of Member States. It
ncludes to a certain degree Finland and also France,
he Netherlands, Poland and Sweden.

Each of these countries has made in one or another
ay a statement that it will ratify the Convention as

oon as there is on a national level legal clarity on the
ompatibility of its legislation with article 18 of the
onvention, concerning the creation of embryos for

esearch purposes. Either they will have to adjust their
ational legislation in order to make it in conformity
ith the Convention, or they will have to make a reser-
ation based on article 36 of the Convention concerning
rticle 18.

As already pointed out Finland has meanwhile
olved this problem by accepting the Law on Assisted
eproduction of 22 December 2006.

According to a report to the then Prime Minister on
Stem cells and ethical choices” of 2006 the ratification
f the Convention by France will take place once the
ct on Bioethics is revised and together with the rat-

fication of the Additional Protocol to the Convention
oncerning the prohibition of cloning.

In the Netherlands the lifting of the temporary pro-
ibition regarding the creation of embryos for research
r its replacement by a definitive prohibition is to be
waited before the Dutch Parliament will ratify. Under
he current Governmental Session no solution is to be

xpected. The ratification therefore might take quite
ome time in the Netherlands.

The ratification in Poland is not expected in the
ear future because of the major diversity in Poland t
y 86 (2008) 222–233

oncerning embryo research and other sensitive topics.
lthough a debate concerning the ratification would be
great opportunity of public discussion on several sen-
itive topics such as procreation or embryo research,
uch debate is not expected to take place in the near
uture.

The Embryo Act of 2 February 2005 explicitly
llows the creation of embryos for research in Sweden.
lthough there seem to exist some minor contra-
ictions between the Swedish legislation and the
onvention, Sweden can ratify the Convention once

t has decided on the reservation that needs to be made
egarding article 18.

Patient rights in these countries are guaranteed in
ifferent ways. France, the Netherlands and Finland
ll have specific patient rights legislation. In Poland
nd Sweden patient rights are protected in several acts,
odes and patient rights directed policies. With the
xception of Poland to a certain degree, patient rights
n this group of countries as a whole are well protected
nd already very much in line with the Convention’s
atient rights policy.

.3. Problems with the Convention

Two countries belong to this group: Italy and Latvia.

Although Italy has already an Act that ratifies the
Convention and the only thing needed is the deposit
of the instrument of ratification by Italy at the Coun-
cil of Europe in Strasbourg there are several reasons
to believe that this may still last for a long time.
Firstly, compared to the Convention the existing
protection of patient rights in Italy is not well devel-
oped. Secondly Italy belongs to the countries with a
so-called dualistic system so that adaptation of the
national legislation before ratification is required.
No such plans exist for the moment. And finally we
should remember the odd circumstances in which
the ratification Act was approved by Parliament.
Because of the major problems that occur in Latvia
concerning the Patient Rights Act – Latvia is a coun-
try that still has a large field to explore in protecting
patient rights – and the ratification of the Conven-

tion as a whole, ratification will probably take several
years in Latvia.

Although there are drafts of patient rights legisla-
ion, the Latvian legislator has to make some major
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hanges in the national patient rights policy in order to
ake a respectable and effective patient rights act.

The ratification of the Convention on Human Rights
nd Biomedicine by the EU Member States is an impor-
ant step in protecting patient rights in their countries
nd in the entire European Union, because it guarantees
he most important rights on an effective level.

Still, ratification stays necessary to ensure a uni-
orm system of patient rights protection in the whole
uropean Union.

A positive result of the study of this article is that
he reasons which where found for not yet ratifying,
re in almost every country not patient rights related.
atient rights are relatively well protected on a national

evel and the national legislation is already often in
onformity with the Convention on this field.
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[5] Nys H, Goffin T, Stultiëns L, Borry P, Dierickx K. Patient rights
in the EU—Denmark, European Ethical-Legal Papers, No. 2.
Leuven; 2007. p. 1. Available at www.cbmer.be.

[6] This article stipulates: (1) where the law allows research on
embryos in vitro, it shall ensure adequate protection of the

[

y 86 (2008) 222–233 231

embryo. (2) The creation of human embryos for research pur-
poses is prohibited.

[7] Latvia and Poland were no EU Member State at the moment
they signed the Convention.

[8] Finnish National Ethics Committees: human stem cells, cloning
and research. Helsinki, Finland; 2005. 20 pp., www.protsv.fi.

[9] National Advisory Board on Health Care Ethics, Request for
opinion from the Ministry for Foreign Affairs regarding the
Bioethics Convention and its Additional Protocols and their
Signing and Ratification; April 29, 2005. www.etene.org.

10] Law No. 1237 of 22 December 2006 on Assisted Fertilization.
Finlands Förfatningssamling; December 27, 2006. p. 1237–
42.

11] Soini S. Personal communication.
12] National Advisory Board on Health Care Ethics, Views of

ETENE on the Memorandum of the Project Group Examin-
ing the Need to Revise Section 6 of the Patient Act; September
22, 2003. www.etene.org.

13] Sheldon T. Finns defined patients’ rights before Dutch. BMJ
1994;309:130–1.

14] Loi no. 94-548 du 1er juillet 1994 relative au traitement
de données nominatives ayant pour fin la recherche dans le
domaine de la santé et modifiant la loi no. 78-17 du 6 jan-
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