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Fundamental Ethical Principles and Clinical Trials
in Developing Countries'

The implementation of EU research programmes in developing countries should be
based on solidarity, in line with the Charter of Fundamental Rights which proclaims in its
preamble that: “The Union is founded on the indivisible and universal values of human dig-
nity, freedom, equality and solidarity”. Therefore, research activities involving human sub-
jects cannot exclusively be assimilated to an economic activity subject to market rules. On
the contrary, in the context of solidarity, regarding health as a public good, rather than a
commodity, it needs to be regulated according to fundamental principles.

The general approach (...)* is that the fundamental ethical rules applied to clinical trials in
industrialised countries are to be applicable everywhere. Even if some difficulties may arise in
their implementation, a weakening of the standards would be in contradiction to the funda-
mental principles of human rights and dignity and their universal guarantee and protection.

The fundamental ethical principles applicable are (...)" more specifically:

o the principle of respect for human dignity and the principles of non-exploitation,
nondiscrimination and non-instrumentalisation ® the principle of individual autonomy
(entailing the giving of free and informed consent, and respect for privacy and confidentiali-
ty of personal data) @ the principle of justice and the principle of beneficence and non-
maleficence, namely with regard to the improvement and protection of health @ the prin-
ciple of proportionality (including that research methods are necessary to the aims pursued
and that no alternative more acceptable methods are available).

'"Text taken from the Opinion No. 17 of the European Group on Ethics (EGE) in Science and New Technologies to the
European Commission - ,Ethical Aspects of Clinical Research in Developing Countries“ (Febr. 4, 2003), 2.2 General
Approach, *(chosen within this Opinion), ’(those already recognized in former Opinions of the EGE, and).
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Introduction

When our field of research and teaching, the field that is
now called “bioethics”, was emerging in the late 1960s and
early 1970s many of the most prominent figures in the field
where Christian theologians, or committed Christian lay
persons [1, 2]. If we look at the field today this has changed.
There are still Christian voices, but they are no longer in the
mainstream, but are seen as on the fringes of the field.

It is also very obvious that we in the northern part of Eu-
rope live in societies where most people have lost any living
connection with Christianity and the Christian churches. Peop-
le may attend church on special occasions (baptism, marria-
ge, funeral, Christmas etc.) and they may have vague religious
beliefs, including some taken from the repository of Chris-
tian beliefs, but they are not Christian in a sense that would be
recognised by the mainstream Christian churches (think for
instance of the fairly widespread belief in reincarnation).

This means that certain kinds of traditional Christian ar-
guments and religious arguments in general are now unlike-
ly to get a hearing or even too be understood. This is true
for arguments of the type “..but the Bible says that...”, but it
also holds for a range of other arguments that make explicit
reference to their Christian origin.

In the USA we have the even more paradoxical situation,
that although the country has one of the largest proportions
of practicing Christians in the population of any industria-
lised country, it also has a constitution demanding a separa-
tion between church and state. In modern American juris-
prudence this has been interpreted as entailing that an argu-
ment for the legal regulation of a certain activity can be dis-
missed summarily if the argument has a religious underpin-
ning (i.e. implying a religion-state separation and not only a
church-state separation). Some, most notably Ronald Dwor-
kin in his book “Life’s Dominion” has even argued that the
mere fact that there is no commonly accepted non-religious
underpinning for a certain argument, should entail that it is
labelled as religious and therefore ruled out of court [2].
Dworkin, for instance, applies this to rule arguments based
on an intrinsic value of human life out of court, since there
is no commonly accepted secular argument for the intrinsic
value of human life. That the American congress despite the se-
paration between church and state has a congressional chap-
lain and that the Dollar bills state that “In God we trust” are
just some of the many inconsistencies in American public life.

The situation is further complicated in most countries by
a publicly stated commitment to multiculturalism and tole-
rance. In its crudest form those putting forward this commit-
ment admonish us to show respect towards all cultures and
all cultural practices. In this crude form multiculturalism is
obviously an inconsistent moral and/or political principle. If
I after careful consideration believe some practice, or some
specific prohibition to be seriously wrong (for instance be-
cause it harms certain types of people), then I cannot at the
same time say that I respect the right of those who perform
the practice or enforce the prohibition to do it. And if res-
pecting a practice does not minimally entail allowing it, then

it is hard to see that “respect” is more than a nice word to be
paraded at special occasions. We could try to claim that we
do respect a given culture, even in cases where we prohibit
some of the central manifestations of this culture, but this
seems to rob “respect” of all significant content.

Even if the crude form of multiculturalism is obviously
flawed, there is a more sophisticated form which is much
more plausible. The sophisticated multiculturalist will admit
that we don’t have to respect all cultural practices, that the-
re are practices which should be prohibited, but he or she
will then go on to say, that in order to prohibit a practice it
must either be the case that it is wrong, even seen from
within the value system of the culture in which it occurs, or
it must be extremely damaging to some weak and vulnerab-
le group in that culture. The sophisticated multiculturalist
will thus maintain that we have no right to interfere in other
people’s culture, unless we are absolutely sure that what we
are doing is not simply imposing our own values on them.

The multiculturalist has to face a further difficult prob-
lem in trying to implement a multiculturalist policy, since
there seems to be no neutral way of defining a culture. Cul-
tures are, by definition, not natural classes to be discovered,
they are complex human artefacts. The class of cultures thus
has extremely fuzzy borders. If we recognise certain sub-cul-
tures, like for instance a gay sub-culture, then it seems plau-
sible to claim that we should also recognise (and respect) the
Mafia sub-culture or the biker sub-culture. The Mafia sub-
culture is, for instance, one that persons are often born into,
it has a very strong value system, members of the sub-cul-
ture will often claim it as their primary allegiance, and it has
substantial coherence over time and place.

Thus multiculturalism suffers from its own very comp-
lex set of problems as a moral or political theory, but the
official acceptance of multiculturalist ideals adds to the
problems of a religious ethics trying to influence the non-
religious segments of society. In one way multiculturalism
initially seems to be a good opportunity for religious ethics,
since the principle of respect straightforwardly entails that
religious points of view should also be given respect in pub-
lic debates. In the long run multiculturalism is, however,
problematic because it de-legitimises any attempt to speak
to people outside of ones own culture. At least if what one
is saying contains any criticism of the “outsiders”, their views,
or their practices. A religious discourse will almost by neces-
sity contain an explicit or implicit critique of outsiders,
since part of the religious message often is that both insi-
ders and outsiders need to reform their ethics.

In this paper I will discuss what role religion and reli-
gious arguments can and should have in bioethics. I will
focus on bioethics that is directed towards a general audien-
ce, since this is probably the most problematic area. Bioethi-
cal discussion also takes place within religious communi-
ties, but in that case there is a prima facie assumption that
religious views and premises are relevant to the community,
and an assumption that such views are admissible in argu-
ment and decision-making.

Health care and the religious patient

Let us first look at concrete health care practice. Given
the prevalence of religion in society there will be many ca-
ses where the patients that are treated have religious views,
including views on the morality and social appropriateness
of certain health care practices. It is a trivial, but never the
less important observation that treating and caring for such
patients in a morally appropriate way can only be done by
someone who knows enough about the patients religious
and social beliefs. If the carer does not have this knowledge,
but shapes his or her actions towards the patient on the
basis of his or her own value system there is a significant
risk that the patient will be harmed. It is, however, often the
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case that the knowledge that is needed is not only simple
knowledge like “patients belonging to religion X believe
that Y is wrong” (the kind of knowledge often listed in ma-
nuals concerning the care of the religious patient), but more
‘complex knowledge that requires insights into the way dif-
ferent religions arrive at their ethical conclusions. It may be
initially indeterminate whether an action is really an action
of type Y [4], but in order to try to understand whether it
will be understood as an action of type Y by patients within
a religious community we have to see this from their pers-
pective, from within their procedures for moral justifica-
tion. Religious ethical systems are as complicated as secular
ethical systems, and although we can say something general
about the structure of such systems (e.g. that most of them
rely on an interplay between holy texts, tradition, religious
authorities, the community of believers and reason to reach
their ethical conclusions), the specifics of moral justifica-
tion does differ significantly between different religious
communities (e.g. Scripture being more important than tra-
dition for Protestants and vice versa for Catholics). Some
degree of deeper understanding of religious ethical systems
is therefore necessary for proper care of religious patients.

Health carers therefore have a moral reason to study the
religious systems of (at least) the patient groups that they
often meet in their clinical practice (if we assume the un-
controversial premise that carers have a moral obligation not
to harm their patients, if they can avoid doing so).

‘What I have said so far is uncontroversial, but only amounts
to the observation that many kinds of harm are harmful
because they affect peoples’ preference satisfaction nega-
tively, and that we therefore need to be able to identify and un-
derstand the preference structure of our patients in order
to avoid harming them (whether their preference structure
is religiously influenced or not).

Secular ethics and comprehensive worldviews

A much more controversial question is whether reli-
gious ethics should play a role in bioethical deliberations or
in formulating public policy.

A first observation we should make is, that even if we ex-
clude religious views explicitly, certain religious values are
likely to influence the discussions anyway. Philosophy in ge-
neral, and bioethics in particular are not a-cultural activities
[5], and in so far as many values held in our culture are sha-
ped by centuries of religious history, religion will still enter
the discussion by the back door.

What would it mean to exclude religious argument, what
is a religious argument? We might want to say that a reli-
gious argument is any argument that is not secular, but that
does not help us much since we then have to define what
makes an argument a secular argument. Can the “secularity”
of arguments be defined negatively, for instance as all argu-
ments that do not have any religious premises? This ques-
tion moves the focus from the complete argument to the
premises. There are at least two ways that a premise can be
“religious” it can be explicitly religious (for instance by
mentioning some kind of religious source) or it can be im-
plicitly religious if its surface content is non-religious but it
relies on a religious justification further down in the chain
of argument or justification. Identifying implicit religious
premises is more fraught with difficulty than identifying
explicit religious premises, unless the actual underlying chain
of reasoning is available. If the underlying chain of reaso-
ning is unavailable it needs to be re-constructed and there
will almost always be more than one plausible reconstruc-
tion and almost always both religious and non-religious re-
constructions [6,7]. So we may be heading towards the con-
clusion that only explicitly religious arguments should count
as religious, but that will be an unwelcome conclusion for
many secular bioethicists who also want to exclude, or at

least declare irrelevant, implicitly religious arguments from
the public policy arena. How can this be achieved? One way
is by moving to a higher level assessment of the argument
by trying to identify the comprehensive worldview that the
argument emerges from or fits into. If that comprehensive
worldview is religious the argument is religious, or in
Dworkin’s case if no non-religious worldview can be identi-
fied within which the argument falls “naturally” it is by
default religious [3]. The assessment of “fit” is clearly still
problematic and contestable in the same way as argument
reconstruction is, but this move towards a higher level eva-
luation also reveals a more fundamental problem, do we
have any good reasons to exclude or discount certain argu-
ments because they are based in a particular type of com-
prehensive worldview?

Having a comprehensive worldview is not peculiar to
religious people. Everyone, including every bioethicist holds
an explicit or implicit comprehensive worldview that is
rarely or never questioned. Such a worldview includes an
ontology, a view of what kinds of things that exist and are
relevant in thinking and analysing, an anthropology, a view
of what kind of beings humans are, what their essential con-
stituents are; and an epistemology, a view of how we gain
knowledge and what the status of that knowledge is. We live
with and within our comprehensive worldview and often
only notice its influence when we collide with people with
other worldviews.

A well known example of a comprehensive worldview is
the Marxist worldview. Marxism holds an explicitly mate-
rialist ontology, the only existing things and the only existing
forces are material, a perfectionist anthropology and a rea-
list epistemology. For a Marxist historical developments are
driven not by changes in ideas or by the decisions of histori-
cal actors but by changes in the productive forces that are
products of the relationship between the social classes.

It should be obvious that not all secular thinkers hold a
Marxist materialist ontology. The German philosopher Fried-
rich Hegel, for instance held that historical developments
were not driven by material factors, but by changes in the
“Zeitgeist”, the “Spirit of the time”. The great British political
philosopher Margaret Thatcher held that “there is no such
thing as society”; and the British evolutionary biologist
Richard Dawkins has postulated the existence of “memes”,
transmissible elements of culture and thinking that are in
evolutionary competition. It is for Dawkins, partly, the evo-
lution of memes that shape historical developments.

There are also many examples of differences in anthro-
pology relevant to bioethics. Aristotle famously drew quite
radical conclusions from a faulty anthropology where wo-
men and barbarians were defined as deficient in reason and
therefore not as moral agents. A current example is the sharp
distinction in anthropology between liberals and communi-
tarians - are human beings at bottom individuals or social
constituted beings?

Are religious worldviews in some sense fundamentally
different from non-religious worldviews? At first sight we
might be tempted to say yes, but that is probably an artefact
caused by the historical fact that the three largest religions
in our part of the world all have very similar roots and there-
fore rather similar worldviews (including the very unusual
feature of monotheism which is rare in religions). Each reli-
gious worldview has its own ontology, anthropology and
epistemology; and if we look carefully at the range of reli-
gious traditions we will find that there are no elements of
these that are shared by all. Not all religions do, for instance
postulate any kind of supernatural elements in their onto-
logy (some variants of Buddhism being cases in point). The-
re is simply nothing that keeps together the class of religious
worldviews, apart from the willingness to self-identify as
such. But that can’t provide any reason to treat these world-
views differently from other comprehensive worldviews.

Are religious worldviews less coherent than secular
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worldviews and thereby more contestable? All of us probab-
ly think that there is one comprehensive worldview that is
more coherent and defensible than all others, i.e. the one
we ourselves hold (otherwise we should probably convert
to the best competitor worldview). But at the same time we
are forced to admit that although the general belief in an
optimally coherent worldview is shared, the specific identifi-
cation of this optimally coherent worldview is highly contes-
ted. This is so, partly because most large sets of beliefs contain
some incoherence, partly because our ontology, anthropolo-
gy and epistemology also have to cohere with observations
about the world that are in themselves contes-table. There is
no a priori reason to believe that religious worldviews are
any more or any less coherent than other worldviews.

What consequences should we now draw from the fact
that all bioethics, not only religious bioethics relies on a
contestable comprehensive worldview?

The standard liberal response is along the lines of Dwor-
kin’s argument mentioned at the beginning of this paper
[3]. People should be allowed to hold their comprehensive
worldviews and be allowed to act on them, as long as this does
not negatively affect other people. But ethical argument
relying on contestable comprehensive worldviews should
not be allowed to affect public policy.

This response is problematic for three reasons:

1. It is problematically self-referential

2. If taken seriously it will collapse into libertarianism

3. It is performatively inconsistent with much liberal
bioethical thinking and writing and performatively inconsis-
tent with liberal political practice.

Let us look at these problems in turn. Liberal thought in
itself relies on a contestable comprehensive worldview and
should therefore, according to the argument, not be allowed
to influence public policy. It is not a neutral fall back posi-
tion. Against this it could be claimed either that liberal princip-
les do not rely on a comprehensive worldview, or that this world-
view is not contestable. Both claims seem to be clearly false.

One way of trying to circumvent this problem is to ap-
peal to a thin principle of non-interference that can be clai-
med to be part of most (or less plausibly all) comprehensive
worldviews. On this basis we could claim that religious ar-
guments should be excluded, because they want to impose
a specific positive morality on others, something that by im-
plication we have to believe non-religious arguments do not
do! But this sets up the second problem, because if we only
have a principle of non-interference we have no moral re-
sources left with which to set up positive obligations enfor-
ceable as public policy, we may still believe that we have
obligations to help others, but on the very thin concept of
non-interference we have it becomes illegitimate to force peop-
le to discharge these obligations and we end up in (right
wing) libertarianism of the Nozick - Engelhardt type [11].

Third it is performatively inconsistent with the actions
of liberal bioethicists and liberal politicians. Liberal bioethi-
cists are quite happy to advocate positive public policy that so-
ciety should fund certain kinds of research, that legal systems
should be shaped so that they not only allow but actually
promote certain practices, or that taxes should be raised for
good ends. Many of these positive conclusions, and the simi-
lar public policies clearly rely on a comprehensive worldview
(or more than one) and should therefore have been ruled out.

There is thus a high price to be paid for excluding reli-
gious arguments from consideration in bioethical discus-
sion and policy making.

Conclusion

My argument in this paper has been that all bioethical
thinking necessarily relies on a contestable and often (al-
ways?) actually contested comprehensive worldview. Reli-
gious worldviews are no more and no less contestable than

any other worldview and we have no legitimate philosophi-
cal justifications for treating religious arguments differently
from other bioethical arguments (and vice versa no legiti-
mate reasons for excluding secular arguments in religious
societies) [12]. Neither type of argument is inherently bet-
ter, more valid or more relevant, but each different type of ar-
gument will probably primarily appeal and appear convin-
cing to those who share a comprehensive worldview close to
the worldview from which the argument precedes.
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Abstract

This paper discusses the role of religious arguments in
public bioethical debate. It is argued that attempts to rule
out religious arguments as valid contributions to the public
debate fails for a number of reasons. There is no non-arbitra-
ry way of dividing religious arguments from non-religious ar-
guments, and all arguments refer ultimately to a background
comprehensive worldview that is never fully consistent or co-
herent and which is furthermore always contested. There are
thus no good arguments for treating religious arguments
differently than any other type of argument.

Key words: religion, bioethics, public debate, comprehen-
sive worldviews, secular ethics, religious patient

Abstrakt

Prica diskutuje tlohu naboZenskej argumentacie vo ve-
rejnej bioetickej debate. Tvrdi, Ze pokusy vylucit naboZen-
ké argumenty ako validny prispevok do verejnej diskusie zly-
havaju pre viaceré priciny. Neexistuje nearbitrilny (nelubo-
volny) sposob, ako oddelit niboZensku a ne-naboZensku ar-
gumenticiu, pricom kazdi argumenticia sa v kone¢nom dos-
ledku vztahuje k istému ucelenému svetondzoru, ktory nik-
dy nie je uplne konzistentny a koherentny a ktory navyse je
aj vzdy predmetom sporu. Niet preto dostatocného dévodu pris-
tupovat k niboZenskym argumentom inak ako k akymkol-
vek inym argumentom.

KTicové slovi: niboZenstvo, bioetika, verejna debata, uce-
leny svetondzor, sekulirna etika, ndboZensky (veriaci) pacient
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Dr.Med.Sci., Cardiff Law School, PO Box 427, Cardiff CF10 3XJ, Wales, United
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KRATKE PRISPEVKY

BRIEF COMMUNICATIONS

EDUKACNA STRATEGIA
MEDICINSKE]J ETIKY V RAMCI
SLOVENSKEJ SPOLOCNOSTI

PRE VYCHOVU A VZDELAVANIE
PRACOVNIKOV V ZDRAVOTNICTVE

Ladislav Badalik, Vojtech Ozorovsky, Tibor
Marcek, Maria MojzeSova, Zuzana Takacova

Ustav socidlneho lekdrstva a lekdrskej etiky a
Klinika telovychovného lekirstva Lekdrskej
fakulty Univerzity Komenského; Slovenska
zdravotnicka univerzita; Bratislava, Slovenska
republika

Slovenska spolocnost pre vychovu a vzdeldvanie pracov-
nikov v zdravotnictve bola zaloZend na volebnej schodzi 27.
oktobra 1994. V prvom volebnom obdobi (1994 - 1998)
pracoval vybor spolo¢nosti v tomto zloZeni: Prof. MUDr. L.
Badalik, DrSc., IVZ Bratislava, Prof. MUDr. J. Stransky, CSc,,
JLFUK Martin (I. podpredseda), Prof. MUDr. J. Stefanovic,
DrSc., LFUK Bratislava (IL. podpredseda), Prof. PhDr. D. Farka-
Sovd, CSc., IVZ Bratislava (vedecky sekretir), Doc. MUDr. K. So-
bota, CSc., LFUK Bratislava, MUDr. K. Kopecka SZS Roziiava
(pokladnicka), Prof. MUDr. M. Sasinka, DrSc., LF UPJS Kosi-
ce (revizor). Hodnosti a funkcie si uvedené podla stavu v Ca-
se zvolenia.

Spoloc¢nost zdruzuje zdujemcov o pedagogicku pracu
v medicine a verejnom zdravotnictve. Clenovia spolo¢nosti,
pedagogovia, rozvijaji svoje ucitelské majstrovstvo pri vyuc-
be mediciny a zdravotnictva, vyjadruju sa k zikladnym peda-
gogickym materidlom a pdsobia poradensky pri volbe roz-
nych edukacénych stratégii.

Spolo¢nost spolupracuje od svojho vzniku s Association
for Medical Education in Europe (AMEE), ktor4 je organizac-
ne zaclenend do World Association for Medical Education
(WAME) s celosvetovou pdsobnostou. Vo svojich pociatkoch
Slovenska spolocnost Cerpala zo skusenosti analogickych
spolo¢nosti v susednych krajinich predovsetkym v Pol'sku
(prof. Wojtsak), Madarsku (prof. Forgac¢) a Ceskej republike
(doc. Vysohlid, prof. Janousek). Cinnost spolo¢nosti v tych-
to krajindch sa orientovala predovSetkym na také subjekty,
pripadne socidlnej prace. Vzniku spoloc¢nosti predchadzali 3
medzinirodné sympozia, ktoré sa uskutocnili na Slovensku
vo Vysokych Tatrach [1, 2, 3].

Prikladnymi v tejto spoluprici boli najmi uditelia etiky,
ktori vd'aka svojim zahrani¢nym kontaktom ziskali na hosto-
vanie a kratkodobé prednaSanie rad zahrani¢nych vedecko
- akademickych pracovnikov, ktori vyrazne spestrili aroven
kontinudlneho vzdeldvania u nis. Ako priklad mozno uviest
tieto vystipenia:

- Prof. Daniel Callahan, New York, USA, Eutanasia debate
in USA (13.3.1995),

- Dr. Jan T. Benson, Bowley Island, Canada, Eutanasia: Re-
cent Developments in United States and Canada (15. 11. 1996),

- Prof. Dr. R. W. Evans, Harvard University, USA, The
Meening of Personhood: Implication for Medical Ethics
(6.10.1997),

- Prof. Dr. R. W. Evans, Harvard University, USA, Ethical
Considerations in the Future of Medicine (8. 10. 1997),

- Prof. Dr. R. W. Evans, Harvard University, USA, An
Introduction to Current Tensions between Medicine, Mor-
tality and Law* (14. 10. 1997),

- Prof. Dr. R. W. Evans, Harvard University, USA, Con-
temporary Ethical Issues in Euthanasia nad Physician-assis-
ted Suicide (15. 10. 1997),

- Prof. Dr. R. W. Evans, Harvard University, USA, Ethical
Consideration in Pain and Suffering (8. 10. 1998).

Za 10 rokov trvania bola spolo¢nost usporiadatelom ale-
bo spoluusporiadatelom 79 podujati. Je poteSitelné, Ze na 22
z nich sa podielali zahrani¢ni lektori, pricom tretinu z nich
reprezentovali ucitelia medicinskej etiky a bioetiky.

Disciplina, ktord sa nemdze pochvilit leskom operac-
nych sil, podporou milionovych pristrojov, ani potleskom
masovych médii, si kliesni cestu k srdciam I'udi, ktori si vazia
ticht a obetavi pracu bez naroku na zbohatnutie. [4] Na
tejto ceste pomaha vychovavat mladych ucitelov ucitelskej
etiky aj Slovenska spolocnost pre vychovu a vzdelavanie pra-
covnikov v zdravotnictve.

Mozno vSak konStatovat, Ze etické problémy neboli jedi-
né, ktorymi zahrani¢ni prednasatelia obohatili kontinudlne vzde-
lavanie v ramci 10 rokov existencie nasej spolocnosti. Znac-
nému zaujmu sa tesili aj problémy verejného zdravotnictva.
Ako priklad moZno uviest:

- Dr. med. Eliot J. Pearlman, MPHTM, MPA, Harvard
Institute of International Development, USA, A Personal
Experience of 25 Years in Public Health (18. 11. 1997),

- Dr. med. Eliot J. Pearlman, MPHTM, MPA, Harvard
Institute of International Development, USA, The Structure
of the Healthcare System in USA (10. 2. 1998),

- Dr. med. Eliot J. Pearlman, MPHTM, MPA, Harvard Ins-
titute of International Development, USA, International Health-
care and International Nongovermental Organizations
(11.2.1998),

- Prof. Jane Brodin, Institute of Education, Stockholm,
Prof. Peg Lindstrand, Institute of Education, Stockholm, Edu-
cation of Children with Mental Disorders (2. 2. 2000),

- Prof. Mats Ulfendahl, Karolinska Institutet, Stockholm,
Hearing and Communication Research (30. 10. 2001),

- George Boulton, DHSA FI Mgt Dip., USA, Evidence-Ba-
sed Health Care (11. 3. 2002).

Tesny kontakt ucite[ov biomedicinskej etiky s ostatnymi
ucitel'mi mediciny je obojstranne prospesny a inSpirujuci.
Prejavuje sa ako v rastiicej popularite a oblube predmetu
medicinska etika medzi Studentmi, tak aj vo vysledkoch
ucitelov roznych predmetov, ktori pestujui a vo svojej praci
propaguju medicinsku etiku.

V priebehu dvoch ostatnych funk¢énych obdobi ziskali
rozni ¢lenovia Slovenskej spolo¢nosti pre vzdeldvanie pra-
covnikov v zdravotnictve tieto ocenenia: Reimanova cena,
Janskeho cena, Dérerova medaila, DieSkova medaila, Sto-
dolova medaila, Zlata medaila Slovenskej lekdrskej spoloc-
nosti a Cena literirneho fondu za najlepsiu kniZzna publika-
ciu roka v odbore prirodnych vied. Zastupcovia spolocnosti
prezentovali jej ¢innost na zahrani¢nych podujatiach, pre-
dovsetkym na vyro¢nych schdodzach AMEE, a to v Parizi,
Valencii, Zaragoze, Oslo, Kodani a v Prahe.

V stcasnom funkcnom obdobi pracuje vybor spolo¢nosti
v tomto zlozeni: Prof. MUDr. L. Badalik, DrSc., LF UK Bra-
tislava (prezident), Prof. PhDr. D. FarkaSova, CSc., SZU Bra-
tislava (viceprezidentka pre vzdeldvaciu ¢innost), Doc.
MUDr. T. Marcek, CSc., LFUK Bratislava (viceprezident pre
organiza¢né veci), Prof. MUDr. A. Stransky, CSc., JLF UK
Martin (viceprezident pre styk so zahrani¢im), MUDr. M.
Lukacova, CSc., SZU Bratislava (hospodarka), MUDr. K.
Kopeckd, PhD., SZS Rozfiava (revizorka), Mgr. Z. Takicova,
SZU Bratislava (vedecka sekretarka), PhDr. A. Kovac, FFUK
Bratislava.
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Abstract

The Slovak Association for Education of Health-Care
Professionals was founded on October 27, 1994. It puts
together persons interested in paedagogical work in medici-
ne and public health. The members are mostly teachers of
medicine and health sciences, who want to promote their
paedagogical knowledge and skills, and develop their educa-
tional mastership. They are involved in preparation and
review of educational materials, and provide expert advice
on educational strategies in medicine and health sciences.
During 10 years of its existence, the Association organised,
or co-sponsored 79 meetings or specific educational activi-
ties; 22 of them in collaboration with lecturers from abroad.
One third of these activities were dealing with problems of
medical/health-care ethics, and/or bioethics. The Asso-cia-
tion’s members were active participants in numerous inter-
national scientific meetings, first of all, in the annual me-
etings of the Association for Medical Education in Europe
(Paris, Valencia, Oslo, Zaragoza, Copenhagen, Prague).

Key words: Association for Medical Education in Europe,
Slovak Association for Education of Health-Care Professio-
nals, medical ethics, health-care ethics, education strategy

Abstract

Slovenska spolocnost pre vychovu a vzdeldvanie pracov-
nikov v zdravotnictve bola zalozena diia 27. oktobra 1994.
ZdruZuje osoby, ktor€ sa zaujimaji o pedagogicku pracu v me-
dicine a verejnom zdravotnictve. Clenovia spolo¢nosti st uci-
telia mediciny a zdravotnickych vied, ktori by si radi
zdokonalili svoje pedagogické vedomosti a zru¢nosti a rozvi-
jali svoje pedagogické majstrovstvo. Vyjadruja sa k zdklad-
nym pedagogickym materidlom a posobia ako poradcovia
v rozhodovacom procese pri vybere roznych edukacnych
stratégii. Pocas 10 rokov spolo¢nost bola organizatorom ale-
bo spoluorganizitorom 79 akcii. Z nich 22 bolo organizova-
nych v spoluprici so zahrani¢nymi lektormi. Jedna tretina
z nich pochidzala z odboru etiky a bioetiky. Clenovia spo-
lo¢nosti prezentuju svoje vysledky na vedeckych podujatiach
doma i v zahranici, predovSetkym na vyrocnych schodzach
Spoloc¢nosti pre medicinske vzdelavanie v Eurépe (Pariz,
Valencia, Oslo, Zaragoza, Kodaii, Praha).

KTticové slovi: Spolocnost pre lekirske vzdelidvanie v Eu-
répe, Slovenska spolo¢nost pre lekirske vzdelivanie, medi-
cinska etika, zdravotnicka etika, edukacna stratégia

Addres for the correspodence: Prof. Ladislav Badalik, DrSc.,
Ustav socidlneho lekarstva a lekarskej etiky, LF UK, Sasinko-
va 2, 813 72 Bratislava, Slovak Republic.

HODNOTENIE VYZNAMNOSTI CIELOV
PROGRAMU SZO ,ZDRAVIE PRE VSETKYCH
V 21. STOROCI“ Z POHLADU POSLUCHACOV
PREDMETU MASTER OF PUBLIC HEALTH

"Ladislav Badalik, 'Vojtech Ozorovsky, 2Zuzana
Takacova, 'Maria MojzeSova

'Ustav socidlneho lekirstva a lekarskej etiky
2Leka’rskej fakulty Univerzity Komenského;
Slovenska zdravotnicka univerzita, Bratislava

V ramci zistovania postojov roznych kategorii pracovni-
kov k zavaznosti jednotlivych cielov stratégie ,Zdravie pre
vietkych v 21. storoci“ vykonali pracovnici Ustavu socidlneho
lekdrstva a lekarskej etiky Lekarskej fakulty Univerzity Ko-
menského v Bratislave v diloch 31. 5. - 4. 6. 2004 prieskum
aj v skupine posluchiacov 1. ro¢nika postgradualneho Studia
predmetu Master of Public Health (MPH) na Fakulte verej-
ného zdravotnictva Slovenskej zdravotnickej univerzity (FVZ
SZU) v Bratislave. Vysledky prieskumu v dalSom v stru¢nosti
uvadzame a komentujeme.

Material a metody

Sledovany subor pozostival z 30 posluchicov (z celko-
vého poctu 35 posluchicov) 1. ro¢nika predmetu MPH.
Najpocetnejsia skupina posluchicov boli zamestnanci tra-
dov verejného zdravotnictva. VicSinu posluchicov tvorili
pracovnici rdéznych zdravotnickych zariadeni vo veducich
funkcidch, resp. pripravujacich sa na vykon veducich funk-
cii v zdravotnictve. Na zaciatku prednasok z predmetu ,Me-
tody vyskumu“ obdrzali vSetci posluchici supis vSetkych 21
cielov stratégie SZO. Okrem toho boli upozorneni na ¢linky
zaoberajice sa problematikou stratégie SZO ,Zdravie pre
vietkych v 21. storoci®, z ktorych mohli v pripade zaujmu
cerpat pocas nadchadzajucich troch dni dopliiujuce infor-
micie [1 - 7]. Ulohou kazdého ztcastneného bolo vybrat tri
ciele v poradi priority a zaradit ich do jednej z troch katego-
rii ako: 1. najdolezitejsi, 2. velmi dolezity, 3. dolezity. Prihla-
senie sa k prioritnym cielom bolo verejné a v pripade zauj-
mu doplnené o bliZsie slovné zdoévodnenie.

Vysledky

Najviac ucastnikov prieskumu (11) sa vyslovilo, Ze pova-
Zuju za najdoleZitejsi ciel ¢. 2: Rovnost v zdravi. V roku 2020
rozdiel stavu zdravia medzi sociidlno-ekonomickymi skupi-
nami v krajinach sa ma zniZit najmenej o jednu Stvrtinu vo
vsetkych clenskych Stitoch podstatnym zlepSenim turovne
zdravia znevyhodnenych skupin. Na druhom mieste ¢o do
pocetnosti (6) boli ucastnici, ktori povazovali za najdolezi-
tejsi ciel ¢. 1: Solidarita pre zdravie v Europskom regione.
V roku 2020 sa ma zniZit rozdiel stavu zdravia medzi Clen-
skymi krajinami europskeho regionu najmenej o jednu treti-
nu. - alebo ciel ¢&. 6: Zlepsit dusevné zdravie. V roku 2020 by
sa mala zlepsit psychosociilna pohoda Iudi a mali by byt
k dispozicii lepsie komplexné sluzby, pristupné pre Tudi
s duSevnymi zdravotnymi problémamj.

Za velmi doleZity ciel povazuja ucastnici (9) ciel ¢ 11:
Zdravsi zivot. V roku 2015 by mali [udia prijat zdravsie spo-
soby Zivota. Za druhy velmi doleZity ciel povazuja ucastnici
(7) ciefl ¢. 10 Zdravé a bezpecné Zivotné prostredie. V roku
2015 by mali I'udia v regione Zit v bezpecnejSom Zivotnom
prostredi, s expoziciou kontaminantov nebezpecnych pre
zdravie na Urovniach nepresahujucich dohodnuté medzini-
rodné Standardy.
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V kateg6rii doleZitych cielov kladli acastnici (6) doraz
na ciel ¢. 17: Financovanie zdravotnickych sluZieb a pridelo-
vanie zdrojov. V roku 2010 ¢lenské Staty by mali mat mecha-
nizmy udrZatelného financovania a pridelovania zdrojov
pre systémy zdravotnej starostlivosti na zaklade zdsad rovna-
kého pristupu, efektivnosti, solidarity a optimdlnej kvality.
V kategorii dolezitych cielov vidy po 5 ucastnikov kliddlo
doraz tieZ na ciel ¢. 18: Rozvoj l'udskych zdrojov pre zdravie
ana ciel ¢. 21: Politika a stratégie pre zdravie pre vSetkych.

Diskusia

Prijemnym konstatovanim je skutocnost, Ze rozhodujica
vicsina ucastnikov hodnoti ako najdolezitejSie ciele ¢. 2 a¢. 1,
ktoré regiondlny arad SZO hodnoti medzi troma ziklad-
nymi hodnotami z hladiska etického pristupu. Je mozné, Ze
rozhodovanie ucastnikov pozitivne ovplyvnila aj skutocnost,
Ze rozSirovanie Eurépskej unie poskytuje nové moznosti pre
spolupriacu a vzajomnud podporu medzi jej ¢lenskymi kraji-
nami. Povzbudivy je tieZ doraz, ktory ucastnici hodnotenia
kladt na ciel ¢. 6 zaoberajici sa problematikou dusevného
zdravia. Istym prekvapenim je skuto¢nost, Ze Ziaden z ucast-
nikov nezaradil medzi prioritné ciele ciel ¢. 19: vyskum
a poznatky v zdravotnictve.

Zaver

Posluchacdi 1. ro¢nika postgradudlneho Stidia predmetu
Master of Public Health Fakulty verejného zdravotnictva Slo-
venskej zdravotnickej univerzity vo vicSine povazujui za naj-
dolezitejsie ciel ¢. 2: Rovnost v zdravi a solidarita a ciel ¢. 1:
Solidarita pre zdravie v Europskom regione, ktoré patria
podla SZO predstavuju zakladné principy z hladiska etic-
kého pristupu k zabezpeceniu starostlivosti o zdravie a roz-
voj zdravia. Zistovanie postojov roznych kategorii zdravot-
nickych pracovnikov k zavaznosti jednotlivych cielov straté-
gie Zdravie pre vSetkych v 21. storo¢i ma vyznam pre hod-
notenie implementicie tejto stratégie.
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Abstract

Authors describe the results of a survey on prioritising
the goals of the WHO Program ,Health for All in the 218t
Century“, performed among 15tyear postgraduate students
of Master of Public Health. Out of 30 participating students,
present or perspective managers in public health, the majori-
ty gave the highest priority to the goals No. 2 - Equity in health,
and No. 1 - Solidarity for health in European region that are
among the ones reflecting moral attitudes to health care.

Key words: WHO Strategy ,Health for all in the 215t
Century“, goals prioritising, students

Abstract

Autori opisuju vysledky prieskumu hodnotenia priority
jednotlivych cielov programu SZO ,Zdravie pre vSetkych
v 21. storoci®, ako ich vaimaju posluchici 1. ro¢nika postgra-
duilneho studia Master of Public Health (MPH). Z 30
zucastnenych posluchicov MPH, stucasnych, resp. perspektiv-
nych veducich pracovnikov v oblasti verejného zdravotnict-
va, povazovala vicSina za najdoleZitejsie ciele ¢. 2 - Rovnost
v zdravi a ¢. 1 - Solidarita pre zdravie v eur6pskom regione, kto-
ré patria medzi ciele odrdZajuce morilne postoje k zdravot-
nickej starostlivosti.

Klicové slova: Svetova zdravotnicka organizacia, Prog-
ram ,Zdravie pre vSetkych v 21. storoci ciele, priority, $tu-
denti

Adresa autora: Prof. MUDr. Ladislav Badalik, DrSc., Lekarska
fakulta UK, Sasinkova 2, 813 72 Bratislava 1.
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STATUT
Centralnej etickej komisie
Ministerstva zdravotnictva

Slovenskej republiky

ClL1
Poslanie a niplii ¢innosti
Centrilnej etickej komisie

1) Centralna etickd komisia Ministerstva zdravotnictva
Slovenskej republiky (d'alej len ,komisia“) je odborny po-
radny organ ministra zdravotnictva Slovenskej republiky
(dalej len ,minister®) pre otazky medicinskej etiky, zdra-
votnickej etiky a bioetiky, ktoré vyplyvaji zo zdravotnej
starostlivosti a ochrany zdravia l'udi a z niektorych ¢inno-
sti, ktoré s nou suvisia, vratane etickych aspektov biomedi-
cinskeho vyskumu [1] a oSetrovatel'ského vyskumu.

2) Komisiu zriad'uje minister.

3) Cinnost komisie upravuje tento $tattt a rokovaci
poriadok komisie, ktory vyda minister.

4) Komisia dosledne re$pektuje a vo svojej praci uplatiiu-
je zasady Listiny zakladnych Iudskych prav a slobod a hlav-
nych medzinirodnych dokumentov o udskych pravach a
bioetike. Vo svojej ¢innosti zohl'adfiuje aj zasady zakotve-
né v dalSich prislusnych zaviznych a odporucajicich me-
dzinarodnych dokumentoch [2], pravaych predpisoch v ob-
lasti mediciny a zdravotnictva, vratane biomedicinskeho
vyskumu a oSetrovatel'ského vyskumu.

5) Komisia posudzuje etické aspekty poskytovania
zdravotnej starostlivosti, mediciny, zdravotnictva a biome-
dicinskeho vyskumu. Pri rokovani, rozhodovani a priji-
mani stanovisk k prerokovavanym etickym problémom
komisia pracuje nezavisle. Minister pri menovani ¢lenov ko-
misie dbd na zamedzenie akychkolvek vplyvov, ktorych
cielom by bolo neziaduce ovplyviiovanie rokovania ale-
bo rozhodovania komisie.
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6) Komisia na zaklade tohto Statitu alebo na Zziadost
ministra plni predovsetkym tieto tlohy:

a) vyjadruje sa v ramci pripomienkového konania
k navrhom pravnych predpisov pripravovanych Minis-
terstvom zdravotnictva Slovenskej republiky (dalej len
,ministerstvo®),

b) vypracovava stanoviska k predloZenym materiilom
a vyjadrenia k etickej stranke aktualnych problémov me-
diciny, zdravotnictva, biomedicinskeho vyskumu a oSetro-
vatel'ského vyskumu,

©) spracovava koncep¢né materidly pre oblast medi-
cinskej etiky, zdravotnickej etiky a bioetiky,

d) poskytuje konzulticie v oblasti medicinskej etiky,
zdravotnickej etiky a bioetiky aj pre iné ministerstva, iné
ustredné organy Stitnej spravy, Narodnu radu Slovenskej
republiky alebo Kancelariu prezidenta republiky,

e) udrZuje vztahy a rozvija spolupricu s etickymi vy-
bormi a komisiami medziniarodnych organizacii (Eurép-
ska komisia, Europsky parlament, Rada Eurépy, Svetova
zdravotnicka organizacia, UNESCO a pod.) a s obdobny-
mi komisiami na medzinidrodnej arovni, najmi v ¢len-
skych Statoch Eurdépskej unie,

f) vykonava odbornu konzulta¢nua ¢innost v oblasti
medicinskej etiky, zdravotnickej etiky a bioetiky pre etic-
ké komisie zdravotnickych zariadeni a etické komisie pre
biomedicinsky vyskum [3],

g) riesi konkrétny pripad, ak jej to ulozi minister, ale-
bo sa k veci vyjadri na Ziadost ministra,

h) vynimocne posudzuje projekty biomedicinskeho
vyskumu a oSetrovatel'ského vyskumu, pre ktoré€ nie je k dis-
pozicii prislusna etickd komisia; v pripade ich schvilenia
a naslednej realizacie vykonava vSetky ¢innosti prislicha-
juce etickej komisii podl'a platnych pravnych predpisov,

i) plni aj dalSie tilohy v sulade so svojim poslanim a ak-
tudlnymi potrebami, najma:

- pripravuje navrhy pravnych predpisov tykajticich sa
etickych aspektov problémov mediciny, zdravotnic-
tva a biomedicinskych vied,

- podiela sa na tvorbe a inovicii koncepcie vzdelava
nia zdravotnickych pracovnikov a ¢lenov etickych
komisii v biomedicinskej etike v spoluprici s dal-
$imi zainteresovanymi inStiticiami a organizaciami
(napr. Slovenska zdravotnicka univerzita v Brati-
slave, lekarske fakulty, Ustav medicinskej etiky a bio-
etiky, Statny tustav pre kontrolu liec¢iv a pod.),

- udrZuje kontakty s organmi profesiovych organiza-
cii zdravotnickych pracovnikov, odbornych lekar-
skych spoloc¢nosti a s inymi inStitdciami a organiza-
ciami zaoberajucimi sa etikou mediciny, zdravotnic-
tva a bioetikou v Slovenskej republike a v cudzine,

- iniciuje a podiela sa na verejnej diskusii na aktudlne
témy biomedicinskej etiky a etiky zdravotnictva,

- iniciuje a podiela sa na informa¢nych kampaniach
a vzdelavacich aktivitich ur¢enych pre $iroku verej-
nost.

Cl. 2
ZloZenie a podmienky ¢lenstva v komisii

1) Komisia sa sklada z minimalne 11 a maximalne 23
Clenov, medzi ktorymi s primerane zastipeni zdravot-
nicki pracovnici, najmi z odborov prislusnych pre medi-
cinsku etiku, zdravotnicku etiku a bioetiku, ako aj osoby
bez medicinskej (biomedicinskej) alebo zdravotnickej
kvalifikacie.

2) V komisii st zastipeni najmi:

a) lekari v odboroch vnuatorné lekarstvo, geriatria, chi-
rurgia, gynekologia a pérodnictvo, pediatria, psychiatria,
klinicka genetika,

b) zdravotnicki pracovnici v odboroch lekirenstvo,
klinicka farmacia, psychologia, oSetrovatel'stvo, verejné zdra-
votnictvo alebo socidlne lekarstvo, ochrana zdravia I'udi,

©) ini ¢lenovia komisie s vysokoSkolskym magister-

skym pravnickym vzdelanim so zameranim na zdravotnic-
ke pravo alebo na I'udské prava, s vysokoskolskym magis-
terskym filozofickym (etickym alebo sociologickym) vzde-
lanim so zameranim na medicinsku etiku, zdravotnicku eti-
ku alebo bioetiku alebo s vysokoskolskym magisterskym
teologickym vzdelanim s ekumenickym zameranim.

3) Clenov komisie vymentuiva a odvoldva minister.
Funk¢né obdobie ¢lena komisie je 4 roky.

Clenom komisie nemdZe byt zamestnanec minister-
stva, s vynimkou podla Cl. 2 ods. 7.

4) Podmienkou ¢lenstva v komisii je:

a) obcianska bezihonnost,

b) pozadované vzdelanie, skisenosti a pozadovana

kvalifikdcia pre pracu v komisii,

©) pisomny suhlas navrhovanej osoby s menovanim
za Clena komisie,

d) pisomny suhlas so zverejnenim mena, priezviska,
pracoviska a informicie o ¢lenstve v komisii,

e) pisomny zivizok mlcanlivosti o vSetkych skutoc¢
nostiach doverného charakteru, o ktorych sa ¢len
komisie dozvie v suvislosti so svojim ¢lenstvom
v komisii,

f) pisomny zavizok oznamit vSetky okolnosti alebo
skutoc¢nosti, ktoré by mohli viest ku vzniku alebo
priamo zakladali konflikt zdujmov vo vztahu k ¢len
stvu v komisii alebo vo vztahu ku konkrétnemu
problému prejednavanému komisiou.

5) Funkcia ¢lena komisie je nezastupiteIna a Cestna.
Clen m4 nirok na thradu cestovnych nikladov [4] vznik-
nutych v suvislosti s ¢innostou komisie. Vykon funkcie sa po-
vazuje za prekazku v praci z dovodov vseobecného zaujmu.

6) Navrhy kandidatov na ¢lenov v komisii predkladaja
najmai:

a) vecne prislusné sekcie ministerstva,

b) Hlavny hygienik Slovenskej republiky,

¢) odborné spolocnosti pdsobiace v oblasti mediciny
a zdravotnictva (napr. Slovenska lekarska spoloc¢-
nost),

d) stavovské profesiové zdruzenia (napr. Slovenska le-
karska komora, Slovenska lekarnicka komora, Slo-
venskd komora zubnych lekirov, Slovenska komo-
ra strednych zdravotnickych pracovnikov, Sloven-
skd komora sestier a poérodnych asistentiek),

e) mimovladne neziskové organizicie, ktoré su aktiv-
ne v oblasti ochrany zaujmov a prav pacientov a och-
rany zakladnych Tudskych prav a slobod v kontex-
te mediciny a zdravotnej starostlivosti,

f) Statom uznané cirkvi a ndboZenské spolocnosti.

7) Minister mdZe vymenovat aj mimoriadneho Clena
komisie, ktorym je spravidla odborny pracovnik minister-
stva s naplfou ¢innosti zvlast potrebnej pre pracu komi-
sie (napr. europska integricia, pravna sekcia) alebo oso-
ba, ktord je vyznamnou osobnostou v odbore biomedi-
cinskej etiky alebo v niektorej z prislusnych disciplin bio-
medicinskych alebo humanitnych vied. Navrh na vyme-
novanie mimoriadneho ¢lena mdZe ministrovi podat aj
predseda komisie po schvileni navrhu plenarnym zasad-
nutim komisie. Mimoriadny ¢len ma pravo zacastiovat sa
na zasadnutiach komisie a vyjadrovat sa k prerokova-
vanym otdzkam s poradnym hlasom.

CL3
Zanik ¢lenstva, odvolanie ¢lena
a obmena ¢lenov komisie

1) Clenstvo v komisii zanik4 uplynutim funk¢ného
obdobia, pisomnym vzdanim sa ¢lenstva, odvolanim c¢lena
ministrom a smrtou ¢lena.

2) Komisia a ministerstvo dba na vhodnu a planovita
obmenu ¢lenov a funkcionirov komisie z hl'adiska zachova-
nia potrebnej kontinuity prace, odbornosti, skiisenosti, mul-
tidisciplindrneho zloZenia a primeraného prisunu no-
vych odbornych a etickych impulzov pre ¢innost komisie.
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Cl 4
Orginy komisie
Organy komisie st:
a) predsednictvo,
b) plenirne zasadnutie,
¢) pracovné skupiny.

Predsednictvo

1) Komisia na svojom prvom zasadnuti voli predsed-
nictvo, ktoré sa sklada z predsedu, podpredsedu a 3 alebo
5 ¢lenov komisie. Na zvolenie predsednictva je potrebnd
2/3 vicsina hlasov vSetkych clenov komisie.

2) Predsednictvo vykonava ¢innosti medzi jej plenar-
nymi zasadnutiami. Plni najmi tieto tlohy:

a) pod vedenim predsedu pripravuje program a mate-
rialy na plendrne zasadnutia komisie,

b) rozhoduje o veciach v pripadoch, pre ktoré nie je
potrebné prerokovanie na plenirnom zasadnuti
komisie alebo pre ktoré bolo splnomocnené ple-
narnym zasadnutim komisie,

©) riesi ulohy uloZené uznesenim plenirneho zasad-
nutia komisie.

3) Zasadnutia predsednictva zvoldva predseda v pot-
rebnych casovych intervaloch, najmenej vSak raz za dva
mesiace. Rokovanie predsednictva je uzna$aniaschopné
za pritomnosti predsedu alebo podpredsedu a najmene;j
dvoch tretin v3etkych jeho c¢lenov. Uznesenia alebo roz-
hodnutia predsednictva sa prijimaju dvojtretinovou vic-
$inou hlasov pritomnych ¢lenov predsednictva.

Predseda a podpredseda

1) Predsedom komisie je spravidla lekar. Plni najmi
tieto ulohy:

a) zastupuje komisiu pred orgdnmi Statnej spravy a sa-

mospravy a pred verejnostou,

b) zvolava a vedie zasadnutia komisie a jej predsednictva,

©) riadi ¢innost predsednictva komisie v obdobi me-

dzi plendrnymi zasadnutiami,

d) v spolupraci s predsednictvom a tajomnikom komi-

sie pripravuje program plenarnych zasadnuti komisie.

2) Funk¢né obdobie predsedu je Stvorrocné s tym, Ze
td istd osoba moZe vykondvat tito funkciu najviac v dvoch
po sebe iducich funk¢nych obdobiach.

3) VoIba nového predsedu sa vykona v rozmedzi jed-
ného mesiaca pred skoncenim funkc¢ného obdobia dote-
rajSieho predsedu. V pripade odvolania, vzdania sa funkcie,
alebo umrtia volba nového predsedu sa vykona do jed-
ného mesiaca odo dna, kedy nastala niektora z uvede-
nych skutocnosti.

4) Podpredseda zastupuje predsedu v ¢ase jeho nepri-
tomnosti v plnom rozsahu.

5) Funk¢né obdobie podpredsedu je Stvorro¢né s
tym, Ze ta ista osoba moze vykonavat funkciu podpredse-
du najviac v dvoch po sebe idicich funkénych obdo-
biach.

Tajomnik
1) Tajomnika komisie menuje minister. Tajomnik spra-
vidla nie je ¢lenom komisie a je zamestnancom minister-
stva. Tajomnik je viazany ml¢anlivostou podla ¢l. 2 ods. 4
pism. e) tohoto Statitu. Navrh na vymenovanie tajomnika
predklada ministrovi spravidla generalny riaditel pre zdra-
votnu starostlivost ministerstva.
2) Tajomnik plni najmai tieto dlohy:
a) zucastiuje sa kazdého pleniarneho zasadnutia ko-
misie a zasadnuti jej predsednictva,
b) vyhotovuje zipisnice zo zasadnuti komisie a jej pred-
sednictva,
©) vykonava archivaciu dokumentov suvisiacich s ¢in-
nostou komisie v sulade s jej rokovacim poriadkom
a prislusnymi pravnymi predpismi
d) na ziklade pokynov predsedu vykoniva zikladné ad-

ministrativne a niektoré technické prace nevyhnut-
né pre ¢innost komisie,

e) je zodpovedny za zabezpecenie ochrany a dover-

nosti udajov, informacii a dokumentacie suvisiacich
s ¢innostou komisie.

3) Funkcné obdobie tajomnika nie je casovo obmedze-
né. V pripade ustanovenia nového tajomnika zaisti pred-
sednictvo v sucinnosti s ministerstvom a odstupujicim ta-
jomnikom vcasné a zodpovedné odovzdanie agendy, do-
kumenticie a archivu komisie.

CL5
Plenirne zasadnutie
1) Plenarne zasadnutie je:
a) riadne,
b) mimoriadne.

2) Riadne plenarne zasadnutie zvolava predseda spra-
vidla raz za dva mesiace, najmenej vSak Styrikrit roc¢ne.

3) Mimoriadne plenarne zasadnutie zvola predseda v pri-
pade naliehavej potreby, na Ziadost ministra alebo najme-
nej piatich ¢lenov komisie; obdobne to plati, ak ide o za-
sadnutie urcenej pracovnej skupiny.

4) Pleniarne zasadnutie je neverejné; rokovanie, zapisy
a vSetky materialy spojené s ¢innostou plenarneho zasad-
nutia, s vynimkou vyhldseni, stanovisk a inych dokumen-
tov priamo ur¢enych na zverejnenie, su doverné.

5) Plenarne zasadnutie je uznaSaniaschopné, ak su na
zasadnuti pritomné najmenej dve tretiny ¢lenov komisie.
Rozhodnutie sa schvaluje dvojtretinovou vicsinou hlasov
pritomnych ¢lenov komisie.

6) Clen komisie, ktory hlasoval proti prijatiu rozhod-
nutia alebo stanoviska, ma pravo na uvedenie svojho sta-
noviska a jeho zdovodnenia v zdpisnici z rokovania a na
jeho zverejnenie sucasne so schvialenym rozhodnutim
alebo stanoviskom komisie. Tymto nie je dotknuta povin-
nost zachovania mlcanlivosti podla ¢l. 2 ods. 4 pism. €)
tohoto Statutu.

7) Clenovia komisie, tajomnik komisie, administrativni
zamestnanci a ini zamestnanci ministerstva prizvani k pra-
ci komisie sa povinni re§pektovat vSetky opatrenia na
zabezpecenie ochrany a dovernosti informdcii, idajov a do-
kumenticie spojenej s ¢innostou komisie v sulade s pris-
luSnymi pravnymi predpismi a rokovacim poriadkom ko-
misie.

8) Plenirne zasadnutie mdZe na navrh predsedu v su-
lade s programom rokovania rozhodnit o povoleni icasti
na rokovani d'al$im osobam, pozvanym expertom a hos-
tom. Predseda informuje pozvanych expertov a hosti
pred udelenim suhlasu komisie s ich ic¢astou na rokovani
o povinnosti zachovat mlcanlivost o vSetkych skutoc¢nos-
tiach doverného charakteru, s ktorymi sa zoznamili v su-
vislosti so svojou ucastou na rokovani, a vyZiada si potvr-
denie ich sthlasu s tymto zavizkom v pisomnej forme.

8) Podrobnosti o priebehu rokovani komisie a jej
predsednictva, o sposobe hlasovania, predkladania mate-
ridlov, dopytov, ziadosti o konzulticiu a dalSich poziadaviek
na zaujatie stanoviska, postdenie alebo spracovanie ma-
terialov, ako aj o vedeni a archivovani dokumenticie a po-
tvrdeni zavizku mlcanlivosti pozvanych expertov a hosti
prizyvanych na plendrne zasadnutia upravuje Rokovaci
poriadok komisie, ktory vydava minister.

CL6
Pracovné skupiny a prizyvanie expertov

1) Na plnenie konkrétnych tuloh komisia zo svojich
clenov vytvara pracovné skupiny, ktoré predkladaja zave-
ry a vysledky svojej ¢innosti plenarnemu zasadnutiu; tym-
to ich ¢innost zanika.

2) Komisia si moOZe pri rieSeni niektorych zavaznych
odbornych otizok v odévodnenych pripadoch prizvat
odbornikov réznych vedeckych disciplin (dalej len ,poz-
vany expert®). Ndklady na expertizu sa uhradzaju zo
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schvileného rozpoctu komisie. Pokial sa pozvany expert
zucastiuje plenarneho zasadnutia, predseda si vopred
vyZiada a overi jeho suhlas podla ¢l. 5 ods. 8. tohoto Statttu.

ClL7
Zodpovednost a vykazovanie ¢innosti komisie

1) Predseda komisie zodpoveda za ¢innost komisie
ministrovi a predklada mu zapisnice z plenarnych zasad-
nuti a vSetky dokumenty, stanoviska a vyhliasenia komisie
urcené€ na zverejnenie.

2) Predseda komisie pravidelne informuje ministra o naj-
dolezitejsich skuto¢nostiach, odbornych otazkach a legis-
lativnych otdzkach a trendoch v oblasti etiky mediciny,
zdravotnictva a biomedicinskeho vyskumu, najmai o tych,
ktoré€ si vyZaduja novelizaciu alebo vypracovanie novych
pravanych predpisov pripravovanych ministerstvom v ob-
lasti bioetiky a biomedicinskeho vyskumu.

3) Komisia do 31. marca nasledujuceho kalendarneho
roka predklada ministrovi vyro¢nua spravu o svojej ¢innosti.
Vyrocna sprava v skritenej podobe sa zverejiiuje na interne-
tovej stranke ministerstva, pripadne v dennej tlac¢i v spolu-
praci s tlacovym Utvarom ministerstva.

ClL. 8
Hmotné zabezpecenie ¢innosti komisie

1) Ministerstvo priestorovo, technicky a administrativ-
ne zabezpecuje ¢innost komisie, najmi vhodné priestory na
konanie pravidelnych zasadnuti komisie, pracu jej tajomni-
ka a sekretaridtu, ako aj na bezpec¢nu archivaciu dokumen-
ticie suvisiacej s ¢innostou komisie v stlade so zabezpe-
¢enim ochrany udajov a informacii podla platnych prav-
nych predpisov, Statiitu a rokovacieho poriadku komisie.

2) Ministerstvo v ramci schvaleného ro¢ného rozpoc-
tu komisie financ¢ne zabezpecuje jej ¢innost, vriatane ces-
tovnych nikladov ¢lenov komisie a ndkladov na ¢innost
pracovnych skupin a prizvanych expertov. Navrh rozpoc¢-
tu komisie na prislusny kalendarny rok predklada v urce-
nom termine ministrovi predseda komisie.

CL9
ZruSovacie ustanovenie
ZruSuje sa Statat Centrélnej etickej komisie Minister-
stva zdravotnictva Slovenskej republiky zo dna 17. maja
2002.

CL 10
Ucdinnost
Tento Statit nadobuda ucinnost 1. jula 2003.

Rudolf Zajac, v. r.
minister

[1] § 40 aZ 44 zakona Narodnej rady Slovenskej republiky ¢. 277/1994
Z. z. o zdravotnej starostlivosti v zneni neskorsich predpisov, § 12 az 18 zi-
kona Nirodnej rady Slovenskej republiky ¢. 140/1998 Z. z. o liekoch a zdra-
votnickych pomdckach, o zmene zikona ¢. 455/1991 Zb. o Zivnosten-
skom podnikani (zivnostensky zikon) v zneni neskorsich predpisov a o zme-
ne a doplneni zikona Nirodnej rady Slovenskej republiky ¢. 220/1996 Z. z.
o reklame v zneni neskor$ich predpisov.

[2] Napriklad Oznamenie ¢. 3/2001 Z. z. Ministerstva zahrani¢nych
veci Slovenskej republiky o uzavreti Dodatkového protokolu k Dohovoru
o ochrane Tudskych prav a dostojnosti ¢loveka v suvislosti s aplikiciou
biolégie a mediciny o zdkaze klonovania [udskych bytosti, Oznimenie
¢. 40/2000 Z. z. Ministerstva zahrani¢nych veci Slovenskej republiky
o uzavreti Dohovoru o ochrane ludskych priv a dostojnosti ¢loveka v sa-
vislosti s aplikiciou biolégie a mediciny - Dohovor o Iudskych pravach a bio-
medicine, Charta prav pacienta.

[3] § 40 ods. 4 zikona Narodnej rady Slovenskej republiky ¢. 277/1994
Z. z. 0 zdravotnej starostlivosti v zneni neskor$ich predpisov a § 16 ods. 2
pism. j) zikona Narodnej rady Slovenskej republiky ¢. 140/1998 Z. z.

[4] Ziakon Nirodnej rady Slovenskej republiky ¢. ¢. 283/2002 Z. z. o
cestovnych nahradich.

Vestnik MZ SR, ro¢nik 51, 2003, Ciastka 20 - 21, diia 21. jula 2003, s. 146 - 150.

STATUTE
Central Ethics Committee
Ministry of Health of the Slovak Republic

Article 1
Role and Activities of the
Central Ethics Committee

1) The Central Ethics Committee of the Health Minis-
try of the Slovak Republic (hereafter ,the Committee®) is
an advisory expert organ of the Minister of Health of the
Slovak Republic (hereafter “the Minister®) with regard to
issues of medical ethics, health-care ethics, and bioethics,
pertaining to health care and the protection of public
health, and from activities related thereof, including ethi-
cal issues of biomedical research [1] and nursing re-
search.

2) The Committee is established by the Minister.

3) The Committee’s activities are regulated by this
Statute and by the Committee’s Rules of Procedure, is-
sued by the Minister.

4) The Committee shall respect at all times, and in its
tasks apply, principles laid down in the Charter of Basic
Human Rights and Freedoms and in major international
documents on human rights and bioethics. In its activi-
ties, it also observes principles laid down in other rele-
vant international documents [2], both binding and advi-
sory, and legal provisions in the areas of medicine and
health, including biomedical research and nursing re-
search.

5) The Committee shall consider ethical issues per-
taining to health care, medicine, health, and biomedical
research. In its discussion, decision-making, and adop-
tion of stances on particular ethical issues, the Commit-
tee shall work independently. In appointing the Com-
mittee members, the Minister will take care to prevent
any undue influences on the discussions or decision-
making of the Committee.

6) On the basis of this Statute or at the request of the
Minister, the Committee shall perform, in particular, the
following tasks:

a) Express in respective procedure comments on le-
gal provisions prepared by the Ministry of Health of the
Slovak Republic (hereafter ,the Ministry),

b) Draw up standpoints on submitted materials and
issue opinions on current ethical issues of medicine,
health care, biomedical research, and nursing research,

c) Develop concept materials for the area of medical
ethics, health-care ethics, and bioethics,

d) Provide consultations in the area of medical ethics,
health-care ethics, and bioethics for other ministries, other
central organs of the state administration, the National
Council of the Slovak Republic, and the Office of the Pre-
sident of the Slovak Republic,

e) Maintain relations and develop cooperation with
ethics committees or ethics bodies of international orga-
nisations (e.g. European Commission, European Parlia-
ment, Council of Europe, World Health Organisation,
UNESCO) and with similar committees or bodies at the
international level, in particular, in the member states of
the European Union,

f) Perform expert consultancy activities in the areas
of medical ethics, health-care ethics, and bioethics for
ethics committees of health care organisations and ethics
committees for biomedical research [3],

g) Deal with cases assigned to it by the Minister, or
issue an opinion on a particular subject at the Minister’s
request,

h) On exceptional occasions, review projects of bio-
medical research and nursing research for which there is
no responsible ethics committee; in the event of their
approval and subsequent realisation, it shall carry out all
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activities pertaining to the ethics committee in accor-
dance with valid legal provisions,

i) Perform other tasks in connection with its role and

current requirements, in particular:

- Prepare proposals for legal provisions with regard
to ethical issues of medicine, health care, and bio-
medical sciences,

- Participate in the creation and innovation of con-
cepts for the education of health-care employees
and members of ethics committees in biomedical
ethics, in conjunction with other relevant institu-
tions and organisations (e.g. the Slovak Health
University, medical faculties, Institute of Medical
Ethics and Bioethics n.f., National Institute for
Control of Medicines),

- Maintain contacts with governing bodies of profes-
sional organisations of health care employees, pro-
fessional medical associations, and with other insti-
tutions and organisations involved with ethical
issues of medicine, health care, and bioethics, both
in Slovakia and abroad,

- Initiate and participate in information campaigns
and educational activities designed for the general
public.

Article 2
Composition and Conditions for Membership
of the Committee

1) The Committee shall consist of 11 members at mini-
mum and 23 members at maximum, with a proportional
representation of health-care professionals, especially of
the disciplines having a particular relevance for medical
ethics, health-care ethics, and bioethics; as well as of the
individuals without medical (biomedical) or health-care
related professional qualifications.

2) The Committee shall include in particular:

a) Doctors from the disciplines of internal medicine,
geriatrics, obstetrics and gynaecology, paediatrics, psy-
chiatry, clinical genetics,

b) Health-care workers from the disciplines of phar-
macy, clinical pharmacy, psychology, nursing, public
health, social medicine, and protection of public health,

¢) Other members who have a master’s degree in law
with specialisation in health-care law or human rights; or
a master’s degree in philosophy (ethics or sociology)
with specialisation in medical ethics, health-care ethics,
or bioethics; or a master’s degree in theology with ecu-
menical orientation.

3) Members of the Committee shall be appointed and
recalled by the Minister. Each member holds his/her
position for a term of four years. Members of the Commit-
tee must not be employees of the Ministry except as pro-
vided in Article 4, paragraph 5 herein.

4) Candidates for the Committee membership must
meet the following conditions:

a) Be a citizen of good standing,

b) Possess the required education, experience, and
required qualifications for work on the Committee.

©) Provide consent in writing to his/her appointment
to the Committee,

d) Provide consent in writing to the publication of
his/her first name, surname, place of work, and member-
ship of the Committee,

e) Undertake to keep in confidence all facts of a con-
fidential character that come into his/her possession
through his/her membership of the Committee,

f) Undertake to make known all facts that could lead
to, or directly cause, a conflict of interest with regard to
membership of the Committee or the discussion of a par-
ticular matter by the Committee.

5) The position of Committee members cannot be
substituted and is honorary. Each member has the right

to reimbursement of travel expenses [4] incurred in rela-
tion to his/her work for the Committee. Performance of
the function is deemed a demand on him/her in the pub-
lic interest.

6) Candidates for membership in the Committee are
proposed, in particular, by:

a) Relevant sections of the Ministry,

b) Chief Hygiene Officer of the Slovak Republic,

¢) Professional or scientific associations working in
the area of medicine and health care (e.g. the Slovak
Medical Association),

d) Professional associations (e.g. the Slovak Medical
Chamber, Slovak Pharmaceutical Chamber, Slovak Cham-
ber of Dentists, Slovak Chamber of Mid-Level Health-Care
Workers, Slovak Chamber of Nurses and Midwives),

e) Non-governmental organisations active in the area
of protection of the interests and rights of patients, and
in protection of human rights and freedoms within the
context of medicine and health care,

f) State-recognised churches and religious societies.

7) The Minister may also appoint an extraordinary
member of the Committee, who shall ordinarily be an
employee of the Ministry, whose area of work or exper-
tise (e. g. European integration, or the legal section) is
especially useful for the work of the Committee; or an
outstanding personality in the area of biomedical ethics,
or in a relevant discipline of biomedicine, or of humanities.
A proposal for an appointment of the extraordinary mem-
ber may also be made to the Minister by the Chairperson
of the Committee with the approval of the Plenary Mee-
ting of the Committee. The extraordinary member may
participate in meetings of the Committee, and express
opinions on issues under discussion with an advisory vote.

Article 3
Termination of Membership,
Recall of a Member, and Changing
the Members of the Committee

1) Membership of the Committee is terminated by
either completion of the membership term, resignation
from the Committee submitted in writing, recall of a
member by the Minister, or the death of a member.

2) The Committee and Ministry are responsible for
the appropriate and systematic replacing of Committee
members with a view to maintain the necessary continui-
ty of its work, specialisation, experience, multidisciplina-
ry composition, and an appropriate intake of new profes-
sional and ethical impulses for the Committee’s work.

Article 4
Organs of the Committee
Organs of the Committee are:
a) The Board
b) Plenary Meeting
¢) Working Groups

The Board

1) The Committee shall at its first meeting elect a Board,
comprising a Chairperson, Vice Chairperson and either 3
or 5 members of the Committee. Election of the Board
shall be made by a two-thirds majority of all Committee
members.

2) The Board shall perform necessary activities be-
tween the plenary meetings. In particular, it shall per-
form the following tasks:

a) Under the leadership of the Chairperson, it will pre-
pare the agenda and materials for the Plenary Meeting of
the Committee,

b) It shall decide upon matters that are not necessary
to be discussed at the Plenary Meeting, or for which it
has been invested full powers to do so by the Plenary,

©) It performs tasks given to it by the Plenary Meeting.
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3) Meetings of the Board are called by the Chairper-
son at required time intervals, but at least once every two
months. A meeting of the Board shall be quorate if atten-
ded by either the Chairperson or Vice Chairperson and
two-thirds of all its members. Resolutions or decisions of
the Board shall be made by a two-thirds majority of mem-
bers present and voting.

Chairperson and Vice Chairperson

1) The Chairperson of the Committee shall ordinarily
be a doctor, and perform, in particular, the following tasks:

a) Represent the Committee before organs of the
state service and before the public,

b) Call and chair meetings of the Committee, and of
the Board,

¢) Lead activities of the Board between Plenary Meetings,

d) In conjunction with the Board and Secretary of the
Committee, prepare the programme of Plenary Meetings.

2) The Chairperson holds his/her position for a term
of four years, and may serve a maximum of two terms in
succession.

3) The election of a new Chairperson shall be held
within one month before the end of the incumbent’s term.
In the case of recall, resignation, or death of the Chair-
person, the election shall be held within one month after
the date of the above-mentioned event.

4) At times when the Chairperson is not present,
he/she will be represented by the Vice Chairperson with
full authority.

5) The Vice Chairperson holds his/her position for a
term of four years, and may serve a maximum of two terms
in succession.

Secretary

1) The Secretary is appointed by the Minister. The Sec-
retary shall ordinarily not be a member of the Committee
and shall be an employee of the Ministry. The Secretary
shall be bound by the provisions on confidentiality in
accordance with this Statute, Article 2, paragraph 4 e).
The nomination of the Secretary shall be submitted to
the Minister ordinarily by the Ministry’s General Director
for Health Care.

2) The Secretary will perform, in particular, the fol-
lowing tasks:

a) Participate in all Plenary Meetings of the Commit-
tee and meetings of the Board,

b) Take minutes of the meetings of the Committee
and Board,

¢) Archive documents related to the activities of the Com-
mittee, pursuant to its Rules of Procedure and respective
legal provisions,

d) On the instruction of the Chairperson, conduct va-
rious administrative and technical tasks necessary for the
activities of the Committee,

e) Be responsible for ensuring the protection and con-
fidentiality of information and documents related to the
activities of the Committee.

3) The Secretary is appointed for an undetermined
period. In the event of the appointment of a new Secreta-
ry, the Board in cooperation with the Ministry and reti-
ring Secretary shall ensue timely and responsible transfer
of agendas, documents, and archives of the Committee to
his/her successor.

Article 5
Plenary Meeting
1) Plenary Meetings are either:
a) Regular,
b) Extraordinary.
2) Regular Plenary Meetings shall be called by the
Chairperson ordinarily once every two months, and at least
four times per year.

3) Extraordinary Plenary Meetings shall be called by
the Chairperson in the case of an urgent necessity, at the
request of either the Minister or at least five members of
the Committee; this provision is also valid for meetings of
designated Working Groups.

4) Plenary Meetings shall not be open to the public;
discussions, minutes, and all materials connected with a
Plenary Meeting, with the exception of opinions, stand-
points, and other documents expressly intended for pub-
lication, shall be confidential.

5) A Plenary Meeting is quorate if attended by at least
two-thirds of the Committee members. Decisions of the
Plenary Meeting shall be made by a two-thirds majority of
members present and voting.

6) Dissenting members of the Committee have the
right to have their standpoint and reasons for it recorded in
the minutes of the meeting, and to have it published con-
currently with the approved decision or opinion of the
Committee. This provision is subject to the obligation of
confidentiality in accordance with Article 2, paragraph (4).

7) Members of the Committee, the Secretary of the
Committee, administrative employees, and any other em-
ployees of the Ministry involved in the work of the Com-
mittee are obliged to comply with all provisions for en-
suring the protection and confidentiality of information
and documents connected with the work of the Com-
mittee, in accordance with respective legal provisions
and the Committee’s Rules of Procedure.

8) The Plenary Meeting may, at the proposal of the
Chairperson and in accordance with the agenda, decide
to admit the participation of other individuals, invited
experts and guests. The Chairperson shall inform the
invited experts and guests, prior to the Committee’s gran-
ting approval to their participation in the particular part
of the Plenary Meeting’s program, about their obligation
to keep in confidence all facts of a confidential character
that are made known to them during their participation
in the Plenary Meeting and shall require their consent in
writing to such obligation.

9) Details about the meetings of the Committee and
its Board; about the voting procedure; about the submis-
sion of materials, questions, requests for consultation and
other requirements for providing an opinion or proces-
sing materials; about managing and archiving documents;
and about confirming the obligation of confidentiality of
experts and guests invited to the Plenary Meeting, shall
be governed by the Rules of Procedure of the Commit-
tee, issued by the Minister.

Article 6
Working Groups and Invitation of Experts

1) In order to perform specific tasks of the Commit-
tee, Working Groups drawn from its members shall be
created. They shall submit the results and conclusions of
their work to the Plenary Meeting, and after doing so,
their activities are deemed terminated.

2) In dealing with important expert issues, the Com-
mittee may, in well-grounded cases, invite outside ex-
perts in respective scientific disciplines (hereafter “experts”)
to add its work. Costs of the expert advice shall be reim-
bursed from the Committee’s approved budget. For an
expert invited to participate in a Plenary Meeting, the
Chairperson shall require and verify in advance his/her
consent according to the Article 5, paragraph 8.

Article 7
Accountability for and Assignment
of the Committee’s Activities
1) The Chairperson shall be accountable for the Com-
mittee’s activities to the Minister and shall submit to him/her
the minutes of Plenary Meetings, and all documents,
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opinions, and declarations of the Committee designated
for publication.

2) The Chairperson shall regularly inform the Minis-
ter about the most important matters, expert issues, and
legislative issues and trends with regard to ethics of medi-
cine, health-care, and biomedical research, in particular,
about those for which the Ministry is required to prepare
law amendments or draft new legal provisions in the area
of bioethics and biomedical research.

3) The Committee shall submit an annual report on
its activities to the Minister by 31 March of the following
year. An abridged version of the annual report shall be
published on the web site of the Ministry, and, as may be
necessary, in daily print media in conjunction with the Mi-
nistry’s Press Office.

Article 8
Material Provision
for the Committee’s Activities

1) The Ministry shall provide premises, equipment,
and secretarial support for the Committee to conduct its
activities, in particular, suitable premises for the me-
etings of the Committee, the work of its Secretary and
Secretariat, as well as for secure archiving of documents
connected with the Committee’s activities and the pro-
tection of information pursuant to respective legal provi-
sions, this Statute, and Rules of Procedure of the Com-
mittee.

2) Within the terms of the budget approved for the
Committee, the Minister shall provide for financing of its
activities, including the reimbursement of travel expen-
ses for Committee’s members, and expenses for the activi-
ties of Working Groups, and invited experts. A proposal
for the Committee’s budget for a specific calendar year shall
be submitted by the Chairperson to the Minister within a de-
signated time.

Article 9
Final Provisions
This statute shall replace the Statute of the Ethics Com-
mittee of the Ministry of Health of the Slovak Republic,
of 17 May 2002.

Article 10
Effect
This statute shall come into effect on 1 July 2003.

Rudolf Zajac
Minister

[1] §40 to 44 of the Law of the National Council of the Slovak Re-
public No. 277/1994 Coll. on health care, and amendments thereof; §12
to 18 of the Law of the National Council of the Slovak Republic No.
140/1998 on medicines and medical devices; the amendment to the
Law No. 455/1991 Coll. on small businesses, and amendments thereof;
and the amendment to the Law of the National Council of the Slovak
Republic No. 220/1996 on advertising, and amendments thereof.

[2] For example, Announcement No. 143/2001 Coll. of the Ministry
of Health of the Slovak Republic on ratification of the Additional Pro-
tocol to the Convention for the Protection of Human Rights and Dig-
nity of the Human Being with regard to the Application of Biology and
Medicine on the Prohibition of the Cloning of Human Beings; Announ-
cement No. 40/2000 Coll. of the Ministry of Foreign Affairs of the Slo-
vak Republic on the ratification of the Additional Protocol to the Con-
vention for the Protection of Human Rights and Dignity of the Human
Being with regard to the Application of Biology and Medicine - Con-
vention of Human Rights and Biomedicine, Charter of Patients’ Rights.

[3] §40 paragraph 4 of the Law of the National Council of the Slo-
vak Republic No. 277/1994 Coll. on health care, and amendments the-
reof, and §16 paragraph 2 (j) of the Law of the National Council of the
Slovak Republic No. 140/1998 Coll.

[4] Law of the National Council of the Slovak Republic 283/2002
Coll. on travel expenses.

25 RECOMMENDATIONS
ON THE ETHICAL, LEGAL AND SOCIAL
IMPLICATIONS OF GENETIC TESTING [11

by Eryl McNally (chair) and Anne Cambon-Thomsen
(rapporteur), Celia Brazell, Jean-Jacques Cassiman, Alas-
tair Kent, Klaus Lindpaintner, Paula Lobato de Faria, Det-
lef Niese, Henriette Roscam Abbing, Jan Helge Solbakk,
Hélene Tack, Erik Tambuyzer, Thomas R. Weihrauch, Erik
Wendel

General framework

1. Need for universal standard definitions

Recommendation 1

That:

a. any official statement or position should refer pre-
cisely to an explicit definition of the terms used or topic
addressed;

b. a consensus definition of genetic testing should be
developed globally by all respective public and private
bodies involved (including the World Health Organisa-
tion, the Organisation for Economic Co-operation and De-
velopment, the European Commission, the International
Federation of Genetic Societies, and the International Con-
ference on Harmonisation);

c. the European Commission should consider taking
the initiative on this topic.

2. Germinal and somatic genetic testing

Recommendation 2

That:

a. a specific working group be set up to discuss fur-
ther issues relevant to genetic testing for acquired gene-
tic properties.

3. “Genetic exceptionalism”

Recommendation 3

That:

a. “genetic exceptionalism” should be avoided, inter-
nationally, in the context of the EU and at the level of its
Member States. However, the public perception that ge-
netic testing is different needs to be acknowledged and
addressed;

b. all medical data, including genetic data, must satisfy
equally high standards of quality and confidentiality;

¢ in order to track the evolution of public perception
of genetic testing and to identify issues for future debate:

 further research on ethical and social perceptions
of genetic testing is necessary and should be promoted
by the European Commission and national bodies; and

* questions relevant to genetic testing should be inclu-
ded in pan-European surveys such as the Eurobarometer.

4. Public information and education

Recommendation 4

That:

a. materials and resources be developed and made
available at the EU, national, and local level to provide in-
formation about genetic testing, genetic screening, and
pharmacogenetics through a variety of media;

b. science curricula at all levels (from primary to uni-
versity level and vocational training) include reference to
progress and potential in the field of medical genetics;

C. national education systems ensure an adequate sup-
ply of appropriately trained scientists and teachers, in-
cluding technicians and clinicians, to ensure that benefits
arising from genetic research and genetic testing can be
made real and delivered to all EU citizens;

d. concerted efforts to promote dialogue, education,
information and debate be encouraged;
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e. the ‘Science and Society’ component of the EC re-
search and development framework be strengthened fur-
ther.

5. Public dialogue

Recommendation 5

That:

a. opportunities for public dialogue between diffe-
rent stakeholders be organised, offering participants
equal opportunities for expression;

b. different formats of dialogue and debate be orga-
nised as no single format will fit all purposes and all publics.

Implementation of genetic testing
in healthcare systems

6. Medical genetic testing and its context

Recommendation 6

That:

a. medically relevant genetic testing be considered an
integral part of health service provision;

b. medically relevant genetic testing should never be im-
posed and should always be a matter of free personal choice;

c. comprehensive information about the availability
of genetic tests be freely available from a range of re-
putable sources including public authorities, physicians,
and patient groups;

d. national healthcare systems ensure that genetic
testing will be accessible equitably to all who need it.

7. Quality assurance

Recommendation 7

That:

a. the European Union institutes a consistent regula-
tory framework to assure specific standards of quality for
all genetic-testing services and their providers, including
a system of accreditation for genetic-testing laboratories;

b. test providers ensure that the information provi-
ded is accurate, by conforming with internationally agreed
quality standards;

c. national healthcare systems establish consistent
quality requirements for genetic testing.

8. Population screening programmes

Recommendation 8

That:

a. measures be put in place to ensure that tests are
meaningful: the condition screened for must be serious,
the test highly predictive, and follow-up actions must be
available in terms of healthcare interventions (including
reproductive choices);

b. the relevance of the genetic condition being scree-
ned for be validated and regularly evaluated within the
framework of the public health context (this may differ
from country to country in the EU);

c. the appropriate medical environment for providing
information prior to testing and relevant post-test coun-
selling be in place prior to offering such screening;

d. pilot programmes be performed prior to general
introduction of the screening;

e. the economic dimension of envisaged screening
programmes should be considered carefully.

9. Genetic counselling

Recommendation 9

That:

a. in the context of healthcare, genetic testing be
accompanied by the provision of key information and,
where appropriate, by the offer of individualised coun-
selling and medical advice (in the case of highly predic-
tive genetic tests for serious disorders, the offer of speci-

fic counselling should be mandatory, and patients should
be strongly encouraged to take advantage of it);

b. specific educational programmes on counselling and
exchange of experience in the field be organised at the
European level;

c. specific qualifications and quality standards for
those engaged in the provision of specific genetic coun-
selling, whether clinicians or non-clinicians, be estab-
lished and made mandatory;

d. appropriate financial means for such training and
the subsequent accreditation be made available;

€. Europe-wide general standards for fundamental prin-
ciples of genetic counselling be developed by relevant
medical professional groups, with due consideration
given to patients’ views.

10. Data protection: confidentiality,

privacy and autonomy

Recommendation 10

That:

a. genetic data of importance in a clinical and/or fami-
ly context should receive the same level of protection as
other comparably sensitive medical data;

b. the relevance for other family members has to be
addressed;

c. the importance of a patient’s right to know or not
to know be recognised and mechanisms incorporated
into professional practice that respect this. In the con-
text of genetic testing, encompassing information provi-
sion, counselling, informed consent procedures, and
communication of test results, practices should be estab-
lished to meet this need,;

d. these issues are of particular relevance to vulnerab-
le populations, whether in the EU or elsewhere in the
world.

11. Protection from discrimination

Recommendation 11

That:

a. data derived from genetic sources should not be used
in ways that disadvantage or discriminate unfairly against in-
dividuals, families or groups in either clinical or non-clini-
cal contexts, including employment, insurance, access to so-
cial integration, and opportunities for general well-being;

b. EU-level regulations addressing these issues should
be promoted,;

c. timely access to genetic testing should be based on
need and appropriately resourced with no discrimination
based on gender, ethnic origin, social or economic status.

12. Ethnicity and genetics

Recommendation 12

That:

a. genetic tests be clinically evaluated in the popula-
tions in which they are to be used;

b. those who are involved in genetic research, the
provision of genetic testing and healthcare policy-making
be sensitive to the risks of stereotyping and stigmatisation
based on ethnic origin, and recognise and respect ethnic
and cultural sensitivities;

¢. minority ethnic groups should not be excluded from
access to those genetic tests appropriate for them.

13. Gender issues and genetics

Recommendation 13

That:

a. further studies at EU level address the impact of ge-
netic testing, in particular in societies where women and
men are given different rights or privileges;

b. governments and society be aware of the possible
consequences of the application of genetic testing to aid
reproductive choice for prospective sex selection;

14
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c. criteria be established at EU level to ensure that no
gender discrimination occurs in the course of, or as a
result of, EU-funded research projects.

14. Social, cultural and economic consequences

Recommendation 14

That:

a. the European Commission funds more research re-
lating to the impact of genetic testing on the social, cultu-
ral and economic aspects of healthcare provision.

15. Professional development

Recommendation 15

That:

a. initial educational and professional requirements
be coordinated in all countries of the European Union;

b. continued professional training be offered for health
care professionals.

16. Partnerships and collaborations

Recommendation 16

That:

a. the European Union stimulates and supports part-
nerships between stakeholders;

b. a framework for transparent collaboration between
industry and academic scientists be established.

17. Regulatory framework and criteria for test

development and use

Recommendation 17

That:

a. the regulatory framework for genetic testing be furt-
her developed by the EU and other international organi-
sations in a way that recognises both the need for new
tests and the importance of safety, clinical validity and
reliability;

b. all newly developed tests must conform to the stan-
dards established before introduction into clinical use,
based on a review process by an organisation or body
independent of the test developer to ensure that the
patient will benefit from the test;

c. priority-setting for the development of accurate
genetic tests be guided by the degree of unmet medical
need, independently of disease prevalence;

d. the EC takes measures to facilitate the availability of
genetic testing for rare diseases as well as for more com-
mon diseases;

e. the EC actively promotes the regulatory framework
on these topics.

18. Rare diseases

Recommendation 18

That:

a. an EU-wide network for diagnostic testing of rare
genetic diseases be created and financially supported as a
matter of urgency; b. an EU-level incentive system for the
systematic de-velopment of genetic tests for rare diseases
be created and financially supported; c. for rare but se-
rious diseases for which treatment is available, Member
States introduce universal neonatal screening as a priority.

19. Pharmacogenetics

Recommendation 19

That:

a. national health authorities play a more active part
in encouraging development of the field of pharmacoge-
netics: ® by providing particular incentives to enable the
de-velopment of pharmacogenetic tests and associated
therapeutics which are clinically desirable but which
may not be economically viable; and ® by enhancing the
possibilities of co-operation between industry, patients,
and academia in this field; b. an appropriate harmonised le-

gal, regulatory, and healthcare policy framework for phar-
macogenetics be developed at EU level, taking into account
research, therapy development, and clinical practice.

Genetic testing as a research tool

20. Existing and new ‘biobanks’

Recommendation 20

That:

a. guidelines be developed and coordinated across
the EU to ensure that the use of samples, including those
from archival collections, is not unduly delayed or im-
peded, particularly if proper consideration of their level
of identification has been taken into account;

b. action be taken by Member States to ensure that
approval by a competent review committee is obtained
before research is undertaken;

c. an inventory of existing biobanks across the EU be
created, indicating standards and rules of access, to iden-
tify which of their contents may or may not be used for
genetic studies;

d. a system be implemented to evaluate and monitor
the current usage of existing biobanks throughout the EU;

€. the task force on ‘biological resource centres’ set
up by the OECD be followed closely by the European
Commission regarding development of standards;

f. the European Commission closely follows this activity.

21. Collections of human biological material

and associated data and their uses

Recommendation 21

That:

a. the European Commission follows closely relevant
activities and developments of the Member States in this
field and in the global context;

b. action be taken at the EU level, in coordination
with other initiatives, to follow and address regulatory
issues related to collections of human biological material
and associated data and their uses.

22. Cross-border exchange of samples

Recommendation 22

That:

a. the European Commission evaluates the need for,
and the feasibility of, developing harmonised standards
for the research use of human samples and associated data
(including informed consent issues), taking into account
relevant international conventions on cross-border ex-
change of samples.

23. Informed consent

Recommendation 23

That:

a. the European Commission promotes opportunities
for dialogue between stakeholders to support exchange
of experience throughout Europe on issues of sample
and data use for research, at the individual, family and
population level;

b. the European Commission funds multidisciplinary
research into the ethical, legal and social issues related to
informed consent procedures for human genetic re-
search and other relevant areas essential for any evolving
research in genetics.

24. Samples from the deceased

Recommendation 24

That:

a. Member States take actions to promote the right of
access to samples and data from a deceased person, in
the case of overriding interest for blood relatives;

b. Member States take actions to allow the use of ano-
nymous samples from the deceased for the purposes of
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genetic research, development of new genetic tests, as
well as for teaching purposes.

25. Consent procedures for children and vulnerable
individuals in human genetic research

Recommendation 25

That:

a. the use of tissue and accompanying data from mi-
nors or vulnerable individuals in research be permitted
if, in so doing, their interests are served,

b. specific consideration be given to children’s views,
the information provided to them, and issues of child-
ren’s assent and/or consent.

[1] Excerpts from: European Commission, EUR 21120 - 25
recommendations on the ethical, legal and social implications of
genetic testing, Luxembourg: Office for Official Publications of
the European Communities 2004 - 25 pp. - 17,6 x 25 cm, ISBN
92-894-7308-8. The full text in PDF available at

http://europa.eu.int/comm/research/conferences/ 2004/ ge-
netic/pdf/recommendations_en.pdf

25 ODPORUCANT{
TYKAJUCICH SA ETICKYCH, PRAVNYCH
A SOCIALNYCH DOSLEDKOV

GENETICKEHO TESTOVANIA [1]

spolupracovali Eryl McNally (predsednicka) a Anne
Cambon-Thomsen (spravodajkyiia), Celia Brazell, Jean-
Jacques Cassiman, Alastair Kent, Klaus Lindpaintner,
Paula Lobato de Faria, Detlef Niese, Henriette Roscam
Abbing, Jan Helge Solbakk, Hélene Tack, Erik Tambuyzer,
Thomas R. Weihrauch, Erik Wendel

Vseobecny rimec

1. Potreba univerzilnych Standardnych definicii

Odporiic¢anie 1

Aby:

a. sa akékolvek oficidlne vyjadrenie alebo stanovisko
odvolavalo na explicitna definiciu pouZitych terminov
alebo preberanych tém;

b. sa pre genetické testovanie vytvorila formou kon-
senzu globalne vSetkymi zodpovedajicimi a zaintereso-
vanymi verejnymi a sikromnymi subjektami (vratane
Svetovej zdravotnej organizicie, Organizicie pre hospo-
darsku spolupricu a rozvoj, Europskej komisie, Medzinirod-
nej federicie genetickych spolo¢nosti a Medzinarodne;j
konferencie o harmonizicii);

c. Eurépska komisia zvazila prevzatie iniciativy v tejto
oblasti.

2. Zarodoc¢né a somatické genetické testovanie

Odporiicanie 2

Aby:

a. sa zalozila $pecidlna pracovni skupina pre diskusiu
dal$ich tém suvisiacich s genetickym testovanim ziska-
nych genetickych vlastnosti.

3. “Genetickd vynimoc¢nost”

Odporiicanie 3

Aby:

a. sa vyhybalo “genetickej vynimocnosti”, na medzini-
rodnej trovni, v kontexte EU a na trovni jej ¢lenskych
Statov. AvSak vnimanie verejnosti, Ze genetické testovanie
je odlisné, je potrebné uznat a treba k nemu zaujat stano-
visko;

b. vSetky lekarske udaje vriatane genetickych zodpove-
dali rovnako vysokym Standardom kvality a dovernosti;

c. pre sledovanie vyvoja vnimania genetického testo-
vania zo strany verejnosti a pre uréenie tém pre nastava-
juci dialog:

e je potrebny dalsi vyskum etického a socialneho
vnimania genetického testovania, ktory by mal byt presa-
dzovany Eurépskou komisiou a nirodnymi inStiticiami; a

e otizky tykajuce sa genetického testovania by mali
byt sticastou paneuropskych prieskumov ako je Eurobaro-
meter.

4. Verejné informicie a vzdelivanie

Odporicanie 4

Aby:

a. sa materidly a zdroje vytvarali a boli dostupné pro-
strednictvom rdznych médii na drovni EU, nirodnej a lo-
kilnej a aby poskytovali informicie o genetickom testo-
vani, genetickom skiimani a o farmakogenetike;

b. sa vedecké ucebné plany na vSetkych drovniach
(od zakladnej irovne po univerzitnu a na drovni profesio-
nalneho vzdelavania) zmieniovali o pokroku a potencii-
loch v oblasti lekarskej genetiky;

c. narodné vzdelavacie systémy zabezpecili zodpoveda-
juci prilev vySkolenych vedcov a uditelov, vratane technikov
a klinickych pracovnikov, aby sa zaistil prospech vyplyva-
juci z genetického vyskumu a aby sa genetické testovanie
stalo realitou a bolo poskytnuté vetkym obc¢anom EU;

d. zosuladené usilie presadzujice dialoég, nadalej je
potrebné podporovat vzdelivanie, informacie a debaty;

€. “Veda a spolo¢nost”, ktora je sucastou Eurdpskej ko-
misie v oblasti vyskumu a vyvoja, bola nadalej posilinovana.

5. Verejny dial6g

Odportcanie 5

Aby:

a. boli poskytnuté moznosti pre verejnu diskusiu me-
dzi rozli¢nymi zaujmovymi skupinami, ponukajac ucast-
nikom rovnaké prileZitosti k vyjadreniu;

b. sa organizovali rozne formy dialégu a diskusie, pre-
toze univerzalna forma nebude zodpovedat kazdému uce-
lu a kaZdej Casti verejnosti.

Implementicia genetického testovania
do systémov zdravotne;j starostlivosti

6. Lekirske genetické testovanie a jeho kontext

Odporicanie 6

Aby:

a. sa lekarsky relevantné genetické testovanie pova-
Zovalo za integralnu sucast poskytovania zdravotnych
sluzieb;

b. lekarsky relevantné genetické testovanie nikdy ne-
bolo nanttené a sticasne bolo vZdy vecou slobodnej osob-
nej volby;

c. vyCerpavajuce informacie o dostupnosti genetic-
kych testov budi volne dostupné z mnoZstva renomova-
nych zdrojov vritane verejnych inStitucii, praktickych le-
karov a skupin pacientov;

d. nirodné systémy zdravotnej starostlivosti zabez-
pecia, aby genetické testovanie bolo dostupné vSetkym,
ktori ho potrebuju.

7. Zabezpedlenie kvality

Odporticanie 7

Aby:

a. EU zaviedla pevny regula¢ny rimec na zabezpece-
nie Specifickych Standardov kvality pre vSetky genetické
testovacie sluzby a ich poskytovatelov, vritane systému
akreditdcie genetickych testovacich laboratorii;

b. Poskytovatelia testov zabezpecili, aby poskytnuté
informacie boli presné, v sulade s medzinarodne dohod-
nutymi Standardami kvality ;
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c. Narodné systémy starostlivosti o zdravie zaviedli
jednotné poZiadavky tykajtice sa kvality genetického tes-
tovania.

8. Populacné diagnostické (screeningové) programy

Odporicanie 8

Aby:

a. sa do praxe uviedli opatrenia na zabezpecenie zmys-
luplnosti testov: predpoklad vySetrenia bude seriézny,
test vysoko prognosticky a z toho nasledujice aktivity bu-
du dostupné v ramci zakrokov zdravotne;j starostlivosti (vra-
tane reprodukénych vyberov);

b. sa potvrdila a pravidelne zhodnocovala relevant-
nost genetickej apravy v ramci kontextu verejného zdra-
via (toto sa moze odliSovat v jednotlivych krajinich EU);

c. sa uprednostnilo vytvorenie vhodného lekarskeho
zazemia, ktoré poskytuje informicie predchadzajice tes-
tovaniu a relevantné potestové poradenstvo pri takomto
vysSetrenti;

d. sa uprednostnilo uvedenie pilotnych programov
pred vseobecnym zavedenim vySetrenia ;

€. sa starostlivo zvazil ekonomicky rozsah planova-
nych vySetrovacich programov.

9. Genetické poradenstvo

Odporicanie 9

Aby:

a. v kontexte zdravotnej starostlivosti sprevadzalo
genetické testovanie poskytovanie klucovych informacii
a kde je to vhodné, individudlne poradenstvo a aby lekar-
ska rada (v pripade vysoko prognostickych genetickych
testov kvoli vaznym porucham bola povinna ponuka $pe-
cifického poradenstva a pacienti budu vyzyvani k tomu,
aby ho vyuZili);

b. sa na eurdpskej urovni organizovali vzdeldvacie
programy pre poradenstvo a vymenu skisenosti;

c. sa zaviedli a boli povinné Specifické kvalifikicie a Stan-
dardy kvality pre tych, ktori pracuju v oblasti poskytova-
nia $pecifického genetického poradenstva a aby ¢i uz pre
klinickych alebo neklinickych lekarov boli zavedené a po-
vinné;

d. sa uvolnili primerané finan¢né prostriedky pre ten-
to typ Skoleni a naslednu akrediticiu ;

€. zodpovedajuce medicinske profesionalne skupiny
vyvinuli celoeurépske vseobecné standardy pre ziakladné
principy genetického poradenstva zohladiiujice nazory
pacientov.

10. Ochrana dat: dovernost, diskrétnost a autonémia

Odporicanie 10

Aby:

a. genetické udaje doleZité v klinickom a/alebo rodin-
nom kontexte dostali rovnaky stupen ochrany ako iné po-
rovnatelne citlivé medicinske udaje;

b. sa spomenula relevantnost pre inych rodinnych
prislusnikov;

c. sa uznala dolezitost pacientovho prava vediet alebo
nevediet a aby sa mechanizmy zapracovali do profesio-
ndlnej praxe, ktora toto re$pektuje. V suvislosti s genetic-
kym testovanim, vriatane poskytovania informicii, pora-
denstva, i proceduar informovaného sihlasu a oznimenie
vysledkov testov by mali byt zavedené spdsoby na us-
pokojenie tejto potreby;

d. tieto otazky boli osobitne relevantné pre bezbran-
ni populiciu ¢ uz v EU alebo inde vo svete.

11. Ochrana proti diskriminicii

Odporicanie 11

Aby:

a. sa udaje odvodené z genetickych zdrojov nepouZili
sposobom, ktory znevyhodnuje alebo nespravodlivo dis-
kriminuje jednotlivcov, rodiny alebo skupiny bud' v kli-

nickom alebo neklinickom kontexte, vratane zamestnania,
poistenia, pristupu k socidlnej integricii a prileZitosti k vSe-
obecnému blahobytu;

b. sa presadzovali predpisy na trovni EU tykajice sa
tychto otazok;

c. sa v€asny pristup ku genetickému testovaniu zakla-
dal na potrebe a aby bol dostato¢ne zabezpeceny zdroj-
mi, bez diskriminacie pohlavia, etnického povodu, spolo-
cenského a ekonomického postavenia.

12. Etnicita a genetika

Odporticanie 12

Aby:

a. sa genetické testy klinicky zhodnocovali v populi-
cidch, v ktorych st ur¢ené na pouZzivanie;

b. ti, ktori sa podielaju na genetickom vyskume, za-
bezpecili, aby poskytovanie genetického testovania a tvor-
ba politiky v oblasti zdravotne;j starostlivosti boli citlivé vo-
¢i rizikdm stereotypov a znackovania zaloZenych na etnic-
kom podvode a aby uznavali a reSpektovali etnické a kul-
tarne citenia;

c. sa mensinové etnické skupiny nevylucili z pristupu
ku genetickym testom, ktoré su pre ne vhodné.

13. Otizky pohlavia a genetika

Odporicanie 13

Aby:

a. sa dalie stidie na trovni EU venovali dopadom ge-
netického testovania, osobitne v spoloc¢nostiach, kde Ze-
ny a muZi maju rozdielne prava alebo privilégia,

b. si vlidy a spolo¢nost boli vedomé moznych dosled-
kov genetického testovania pri napomahani v reprodukc-
nom vybere pri selekcii pohlavia;

c. sa stanovili kritéria na urovni EU, z dévodu sa vy-
lacenia vyskytu diskrimindcie pohlavia pocas alebo ako
désledok vyskumnych projektov financovanych EU.

14. Socialne, kultiirne a ekonomické dosledky

Odporicanie 14

Aby:

a. Eur6opska komisia viac financovala vyskum tykajtci
sa dopadov genetického testovania na socidlne, kultarne
a ekonomické aspekty poskytovania zdravotnej starostli-
VOSti.

15. Profesionalny rozvoj

Odporticanie 15

Aby:

a. sa pociato¢né naroky ohladom vzdelanosti a odbor-
nosti koordinovali vo vietkych krajinach EU;

b. sa odbornikom v oblasti zdravotnej starostlivosti
ponukalo nepretrzité odborné vzdelavanie.

16. Partnerstvi a spoluprice

Odporicanie 16

Aby:

a. EU podnecovala a podporovala partnerstvd medzi za-
ujmovymi skupinami;

b. sa zaviedol rimec transparentnej spoluprace medzi
priemyselnym odvetvim a vedcami-akademikmi.

17. Regulacny ramec a kritéria pre vyvoj testov

a ich pouZitie

Odporicanie 17

Aby:

a. EU a iné medzinarodné organizacie dalej vyvijali re-
gulac¢ny ramec genetického testovania s ohladom na res-
pektovanie potreby novych testov a ddlezitosti bezpec-
nosti, klinickej platnosti a spolahlivosti;

b. sa vSetky novo vyvinuté testy zosuladili so Standar-
dami zavedenymi pred uvedenim do klinického pouZiva-
nia a aby boli zaloZené na kontrolnom procese organiza-
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ciou alebo subjektom nezavislym od autora testu. Tymto
sa zabezpecuje, Ze pacient bude mat z testu UZitok;

C. sa stanovovanie priorit vo vyvoji presnych gene-
tickych testov odvijalo od stupna neuspokojenych medi-
cinskych potrieb, nezivisle od rozsirenia choroby;

d. Eur6pska komisia prijala opatrenia na zjednodu-
Senie dostupnosti genetického testovania pri chorobach
s obmedzenym vyskytom ako aj pri beZnejSich chorobach;

e. Eurépska komisia aktivne podporovala regulacny
ramec tychto tém.

18. Zriedkavé ochorenia

Odporiicanie 18

Aby:

a. sa vytvorila a finan¢ne podporovala ako naliehava
zdlezitost EU-siet pre diagnostické testovanie zriedkavych
genetickych ochorent;

b. sa na trovni EU vytvoril a finan¢ne podporoval
systém, podnecujici systematicky vyvoj genetickych tes-
tov ohladne zriedkavych ochorent;

c. ¢lenské Staty prioritne zaviedli novorodenecké
vySetrenia pre zriedkavé, ale vazne ochorenia, ktoré su
liecitelné.

19. Farmakogenetika

Odporiicanie 19

Aby:

a. sa nirodné zdravotné institucie aktivnejSie podie-
l'ali na presadzovani vyvoja v oblasti farmakogenetiky:

» poskytovanim Specifickych stimulov na umoZnenie
vyvoja farmakogenetickych testov a prisludnej terapie,
ktora je klinicky Ziaduca, ale ktora nemusi byt ekonomic-
ky udrzatel'na; a

e roz8irovanim moznosti spoluprice medzi priemy-
selnym odvetvim, pacientmi a vedcami v tejto oblasti.

b. na Grovni EU by mal byt vyvinuty vhodny harmoni-
zovany pravny, regula¢ny a zdravotny rimec pre farma-
kogenetiku. Tento ramec zohladfiuje vyskum, terapeu-
ticky vyvoj a klinickua prax.

Genetické testovanie ako nastroj vyskumu

20. Existujice a nové “biobanky”

Odportcanie 20

Aby:

a. sa v EU vyvijali a koordinovali smernice na zabezpe-
cenie toho, aby pouZivanie vzoriek, vratane archivnych
zbierok nebolo nadmerne oneskorované alebo obmedzo-
vané, osobitne ak sa berie do uvahy vlastné zvaZenie ich
urovne identifikacie;

b. ¢lenské §tity zabezpecili, Ze schvilenie kompe-
tentnym reviznym orginom sa dosiahne pred zacatim
vyskumu;

¢. sa vytvoril inventar existujucich biobank v EU, oz
nacujuci Standardy a pravidld spristupnenia, ktoré by
urcovali, ¢o z ich obsahu mo6zZe alebo nemozZe byt pouZité
na genetické studie;

d. sa zaviedol systém na vyhodnocovanie a monitoro-
vanie sic¢asného pouZivania existujicich biobank v EU;

€. ohladne vyvoja Standardov Eurépska komisia tizko
spolupracovala s komisiou pre “centra biologickych zdro-
jov”, zaloZenou OECD;

f. Eur6pska komisia dokladne sledovala tuito aktivitu.

21. Zbierky l'ndského biologického materiilu

a s tym spojené udaje a ich pouZitie

Odportuicanie 21

Aby:

a. Europska komisia dokladne sledovala zodpovedaju-
ce aktivity a vyvoj ¢lenskych Stitov v tejto oblasti a v glo-
balnom kontexte;

b. sa na trovni EU podnikli kroKky, v koordinicii s os-
tatnymi iniciativami, na dodrZanie a zaoberanie sa za-
leZitostami reguldcie v suvislosti s [udskym biologic-
kym materidlom a s tym spojenymi udajmi a ich pou-
Zitim.

22. Cezhrani¢ni vymena vzoriek

Odporicanie 22

Aby:

a. Eurépska komisia zhodnotila potrebu a uskutocni-
tel'nost vyvoja harmonizovanych Standardov pre vyskum-
né pouzitie ludskych vzoriek a s tym spojenych udajov
(vratane zaleZitosti informovaného suhlasu), a aby zobra-
la do uvahy relevantné medzinirodné dohovory a cezhra-
ni¢nu vymenu vzoriek.

23, Informovany sihlas

Odporicanie 23

Aby:

a. Europska komisia na drovni jednotlivca, rodiny a po-
pulécie vytvarala prileZitosti k dialogu medzi zdujmo-
vymi skupinami pre podporu vymeny skusenosti v Eu-
rope v otazkach pouzivania vzoriek a idajov vo vyskume;

b. Eur6pska komisia financovala multidisciplinarny
vyskum v socialnych, etickych a pravnych otazkach ty-
kajucich sa procedur informovaného stuhlasu pre ludsky
geneticky vyskum a dal$ie relevantné oblasti podstatné
pre akykol'vek rozvijajuci sa vyskum v genetike.

24. Vzorky zosnulych os6b

Odporicanie 24

Aby:

a. v pripade eminentného ziujmu pokrvnych pribuz-
nych clenské Staty vyvijali aktivity na presadzovanie pri-
va pristupu ku vzorkdm a idajom zosnulej osoby;

b. Clenské Staty vyvijali také aktivity, aby sa umoznilo
pouZzivanie anonymnych vzoriek zosnulych os6b na tcely
genetického vyskumu, vyvoja novych produktov, ako aj
na vzdelavacie ucely.

25. Procediry sihlasu pre deti a citlivych (pozn red.
,zranitelné skupiny*) jednotlivcov v 'udskom genetic-
kom vyskume

Odporicanie 25

Aby:

a. sa umoznilo vyuzitie tkaniv a sprievodnych udajov
z neplnoletych alebo bezbrannych jednotlivcov (pozn
red. zo ,zranitel'nych skupin®) vo vyskume, ak sa tym sle-
duju ich zaujmy;

b. sa venovala $pecificka pozornost nizorom deti, in-
formaciam im poskytnutym a zaleZitostiam detského schva-
lenia a/alebo suhlasu.

[1] Vynatky z materialu: Europska komisia, EUR 21120
- 25 odporucdani tykajicich sa etickych, privnych a
socidlnych désledkov genetického testovania. Luxem-
burg: Kancelaria pre oficidlne publikiacie Eur6pskeho
spolocenstva, 2004, 25 stran, ISBN 92-894-7321-5. Uplny
text dokumentu vo formite PDF a dalSie informacie na
internetovej adrese:

http://europa.eu.int/comm/research/conferences/
2004/genetic/pdf/recommendations_sk.pdf

Pozn. red.:

Nepresnosti slovenského prekladu sme v texte neop-
ravovali, nakolko ide o oficidlnu publikaciu Eurépskej ko-
misie. Citatelov v pripade nejasnosti odkazujeme na ori-
gindlny text v anglickom jazyku alebo na konzulticiu
s prislusnym odbornikom.
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ADDRESS OF JOHN PAUL II

TO THE PARTICIPANTS

IN THE INTERNATIONAL CONGRESS
ON “LIFE-SUSTAINING TREATMENTS
AND VEGETATIVE STATE: SCIENTIFIC
ADVANCES AND ETHICAL DILEMMAS”

Saturday, 20 March 2004

Distinguished Ladies and Gentlemen,

1. I cordially greet all of you who took part in the
International Congress: “Life-Sustaining Treatments and
Vegetative State: Scientific Advances and Ethical Dilem-
mas”. I wish to extend a special greeting to Bishop Elio
Sgreccia, Vice-President of the Pontifical Academy for Life,
and to Prof. Gian Luigi Gigli, President of the Internatio-
nal Federation of Catholic Medical Associations and sel-
fless champion of the fundamental value of life, who has
kindly expressed your shared feelings.

This important Congress, organized jointly by the
Pontifical Academy for Life and the International Fede-
ration of Catholic Medical Associations, is dealing with a ve-
ry significant issue: the clinical condition called the “ve-
getative state”. The complex scientific, ethical, social and
pastoral implications of such a condition require indepth
reflections and a fruitful interdisciplinary dialogue, as evi-
denced by the intense and carefully structured program-
me of your work sessions.

2. With deep esteem and sincere hope, the Church
encourages the efforts of men and women of science
who, sometimes at great sacrifice, daily dedicate their
task of study and research to the improvement of the
diagnostic, therapeutic, prognostic and rehabilitative
possibilities confronting those patients who rely comple-
tely on those who care for and assist them. The person in
a vegetative state, in fact, shows no evident sign of self-
awareness or of awareness of the environment, and seems
unable to interact with others or to react to specific sti-
muli.

Scientists and researchers realize that one must, first
of all, arrive at a correct diagnosis, which usually requires
prolonged and careful observation in specialized centres,
given also the high number of diagnostic errors reported
in the literature. Moreover, not a few of these persons,
with appropriate treatment and with specific rehabili-
tation programmes, have been able to emerge from
a vegetative state. On the contrary, many others unfor-
tunately remain prisoners of their condition even for
long stretches of time and without needing technological
support.

In particular, the term permanent vegetative state has
been coined to indicate the condition of those patients
whose “vegetative state” continues for over a year. Actu-
ally, there is no different diagnosis that corresponds to
such a definition, but only a conventional prognostic jud-
gment, relative to the fact that the recovery of patients,
statistically speaking, is ever more difficult as the condi-
tion of vegetative state is prolonged in time.

However, we must neither forget nor underestimate
that there are well-documented cases of at least partial
recovery even after many years; we can thus state that
medical science, up until now, is still unable to predict
with certainty who among patients in this condition will
recover and who will not.

3. Faced with patients in similar clinical conditions,
there are some who cast doubt on the persistence of the
“human quality” itself, almost as if the adjective “vegetati-
ve” (whose use is now solidly established), which symbo-
lically describes a clinical state, could or should be inste-

ad applied to the sick as such, actually demeaning their
value and personal dignity. In this sense, it must be noted
that this term, even when confined to the clinical con-
text, is certainly not the most felicitous when applied to
human beings.

In opposition to such trends of thought, I feel the
duty to reaffirm strongly that the intrinsic value and per-
sonal dignity of every human being do not change, no
matter what the concrete circumstances of his or her life.
A man, even if seriously ill or disabled in the exercise of
his highest functions, is and always will be a man, and he
will never become a “vegetable” or an “animal”.

Even our brothers and sisters who find themselves in
the clinical condition of a “vegetative state” retain their
human dignity in all its fullness. The loving gaze of God
the Father continues to fall upon them, acknowledging
them as his sons and daughters, especially in need of
help.

4. Medical doctors and health-care personnel, society
and the Church have moral duties toward these persons
from which they cannot exempt themselves without les-
sening the demands both of professional ethics and hu-
man and Christian solidarity.

The sick person in a vegetative state, awaiting recove-
ry or a natural end, still has the right to basic health care
(nutrition, hydration, cleanliness, warmth, etc.), and to
the prevention of complications related to his confine-
ment to bed. He also has the right to appropriate rehabili-
tative care and to be monitored for clinical signs of even-
tual recovery.

I should like particularly to underline how the admi-
nistration of water and food, even when provided by arti-
ficial means, always represents a natural means of preser-
ving life, not a medical act. Its use, furthermore, should
be considered, in principle, ordinary and proportionate,
and as such morally obligatory, insofar as and until it is
seen to have attained its proper finality, which in the pre-
sent case consists in providing nourishment to the pa-
tient and alleviation of his suffering.

The obligation to provide the “normal care due to the
sick in such cases” (Congregation for the Doctrine of the
Faith, Iura et Bona, p. IV) includes, in fact, the use of nut-
rition and hydration (cf. Pontifical Council “Cor Unum”,
Dans le Cadre, 2, 4, 4; Pontifical Council for Pasto-
ral Assistance to Health Care Workers, Charter of Health
Care Workers, n. 120). The evaluation of probabili-
ties, founded on waning hopes for recovery when the
vegetative state is prolonged beyond a year, cannot ethi-
cally justify the cessation or interruption of minimal
care for the patient, including nutrition and hydration.
Death by starvation or dehydration is, in fact, the only
possible outcome as a result of their withdrawal. In this
sense it ends up becoming, if done knowingly and wil-
lingly, true and proper euthanasia by omission.

In this regard, I recall what I wrote in the Encyclical
Evangelium Vitae, making it clear that “by euthanasia in
the true and proper sense must be understood an action
or omission which by its very nature and intention brings
about death, with the purpose of eliminating all pain”;
such an act is always “a serious violation of the law of
God, since it is the deliberate and morally unacceptable
killing of a human person” (n. 65).

Besides, the moral principle is well known, according
to which even the simple doubt of being in the presence
of a living person already imposes the obligation of full
respect and of abstaining from any act that aims at antici-
pating the person’s death.

5. Considerations about the “quality of life”, often
actually dictated by psychological, social and econo-
mic pressures, cannot take precedence over general prin-
ciples.

First of all, no evaluation of costs can outweigh the

ME&B 11 (1-2) 2004

19



value of the fundamental good which we are trying to
protect, that of human life. Moreover, to admit that deci-
sions regarding man’s life can be based on the external
acknowledgment of its quality, is the same as acknowled-
ging that increasing and decreasing levels of quality of
life, and therefore of human dignity, can be attributed
from an external perspective to any subject, thus intro-
ducing into social relations a discriminatory and eugenic
principle.

Moreover, it is not possible to rule out a priori that
the withdrawal of nutrition and hydration, as reported
by authoritative studies, is the source of considerable suf-
fering for the sick person, even if we can see only the
reactions at the level of the autonomic nervous system or
of gestures.

Modern clinical neurophysiology and neuro-imaging
techniques, in fact, seem to point to the lasting quality in
these patients of elementary forms of communication
and analysis of stimuli.

6. However, it is not enough to reaffirm the general
principle according to which the value of a man’s life
cannot be made subordinate to any judgment of its quali-
ty expressed by other men; it is necessary to promote the
taking of positive actions as a stand against pressures to
withdraw hydration and nutrition as a way to put an end
to the lives of these patients.

It is necessary, above all, to support those families
who have had one of their loved ones struck down by
this terrible clinical condition. They cannot be left alone
with their heavy human, psychological and financial bur-
den. Although the care for these patients is not, in gene-
ral, particularly costly, society must allot sufficient reso-
urces for the care of this sort of frailty, by way of brin-
ging about appropriate, concrete initiatives such as, for
example, the creation of a network of awakening centres
with specialized treatment and rehabilitation program-
mes; financial support and home assistance for families
when patients are moved back home at the end of inten-
sive rehabilitation programmes; the establishment of
facilities which can accommodate those cases in which
there is no family able to deal with the problem or to
provide “breaks” for those families who are at risk of psy-
chological and moral burn-out.

Proper care for these patients and their families should,
moreover, include the presence and the witness of a me-
dical doctor and an entire team, who are asked to help
the family understand that they are there as allies who
are in this struggle with them. The participation of volun-
teers represents a basic support to enable the family to
break out of its isolation and to help it to realize that it is
a precious and not a forsaken part of the social fabric.

In these situations, then, spiritual counselling and
pastoral aid are particularly important as help for recove-
ring the deepest meaning of an apparently desperate
condition.

7. Distinguished Ladies and Gentlemen, in conclusion
I exhort you, as men and women of science responsible
for the dignity of the medical profession, to guard jealo-
usly the principle according to which the true task of
medicine is “to cure if possible, always to care”.

As a pledge and support of this, your authentic hu-
manitarian mission to give comfort and support to your
suffering brothers and sisters, I remind you of the
words of Jesus: “Amen, I say to you, whatever you did
for one of these least brothers of mine, you did for me”
(Mt 25: 40).

In this light, I invoke upon you the assistance of him,
whom a meaningful saying of the Church Fathers descri-
bes as Christus medicus, and in entrusting your work to
the protection of Mary, Consoler of the sick and Comfor-
ter of the dying, I lovingly bestow on all of you a special
Apostolic Blessing.

CONSIDERATIONS ON
THE SCIENTIFIC AND ETHICAL PROBLEMS
RELATED TO VEGETATIVE STATE

World Federation
of Catholic Medical Associations (FIAMC)

At the end of four days of concentrated study and
debate, during the International Congress “Life-Sustai-
ning Treatments and Vegetative State. Scientific Ad-
vances and Ethical Dilemmas” (Rome 17-20 March,
2004), after we heard the contributions of some of the
most prominent scholars and researchers in the field
from the perspective of science, anthropology and ethics,
and after the deeply inspiring words of the Holy Father
John Paul II to the Congress participants, the World Fe-
deration of Catholic Medical Associations (FIAMC) in-
tends to present the following statement to the general
public:

CONSIDERATIONS ON THE SCIENTIFIC
AND ETHICAL PROBLEMS RELATED
TO VEGETATIVE STATE

1) Vegetative State (VS) is a state of unresponsiveness,
currently defined as a condition marked by: a state of vigi-
lance, some alternation of sleep/wake cycles, absence of
signs of awareness of self and of surroundings, lack of
behavioural responses to stimuli from the environment,
maintenance of autonomic and other brain functions.

2) VS must be clearly distinguished from: encephalic
death, coma, “locked-in” syndrome, and minimally con-
scious state. VS cannot be simply equalled to cortical
death either, considering that in VS patients islands of
cortical tissue which may even be quite large can keep
functioning.

3) In general, VS patients do not require any techno-
logical support in order to maintain their vital functions.

4) VS patients cannot in any way be considered termi-
nal patients, since their condition can be stable and en-
during.

5) VS diagnosis is still clinical in nature and requires
careful and prolonged observation, carried out by spe-
cialised and experienced personnel, using specific asses-
sment standardised for VS patients in an optimum con-
trolled environment. Medical literature, in fact, shows
diagnostic errors in a substantially high proportion of
cases. For this reason, when needed, all available modern
technologies should be used to substantiate the diagnosis.

6) Modern neuroimaging techniques demonstrated
the persistence of cortical activity and response to cer-
tain kinds of stimuli, including painful stimuli, in VS pa-
tients. Although it is not possible to determine the sub-
jective quality of such perceptions, some elementary dis-
criminatory processes between meaningful and neutral
stimuli seem to be nevertheless possible.

7) No single investigation method available today
allows us to predict, in individual cases, who will recover
and who will not among VS patients.

8) Until today, statistical prognostic indexes regar-
ding VS have been obtained from studies quite limited as
to number of cases considered and duration of observa-
tion. Therefore, the use of adjectives like “permanent”
referred to VS should be discouraged, by indicating only
the cause and duration of VS.

9) We acknowledge that every human being has the
dignity of a human person, without any discrimination
based on race, culture, religion, health conditions, or
socio-economic conditions. Such a dignity, based on hu-
man nature itself, is a permanent and intangible value,
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that cannot depend on specific circumstances of life and
cannot be subordinated to anybody’s judgement. We re-
cognise the search for the best possible quality of life for
every human being as an intrinsic duty of medicine and
society, but we believe that it cannot and must not be the
ultimate criterion used to judge the value of a human
being’s life.

We acknowledge that the dignity of every person can
also be expressed in the practice of autonomous choices;
however, personal autonomy can never justify decisions
or actions against one’s own life or that of others: in fact,
the exercise of freedom is impossible outside of life.

10) Based on these premises, we feel the duty to state
that VS patients are human persons, and, as such, they
need to be fully respected in their fundamental rights.
The first of these rights is the right to live and to the sa-
feguard of health. In particular, VS patients have the right
to:

- correct and thorough diagnostic evaluation, in
order to avoid possible mistakes and to orient
rehabilitation in the best way;

- basic care, including hydration, nutrition, war-
ming and personal hygiene;

- prevention of possible complications and monitor-
ing for any possible signs of recovery;

- adequate rehabilitative processes, prolonged in
time, favouring the recovery and maintenance of
all progress achieved,

- be treated as any other patients with reference to
general assistance and affective relationships.

This requires that any decision of abandonment ba-
sed on a probability judgement be discouraged, conside-
ring the insufficiency and unreliability of prognostic cri-
teria available to date.

The possible decision of withdrawing nutrition and
hydration, necessarily administered to VS patients in an
assisted wayj, is followed inevitably by the patients’ death
as a direct consequence. Therefore, it has to be consi-
dered a genuine act of euthanasia by omission, which is
morally unacceptable.

At the same time, we refuse any form of therapeutic
obstinacy in the context of resuscitation, which can be
a substantial cause of post-anoxic VS.

11) To the rights of VS patients corresponds the duty
of health workers, institutions and societies in general to
guarantee what is needed for their safeguard, and the
allocation of sufficient financial resources and the pro-
motion of scientific research aimed to the understanding
of cerebral physiopathology and of the mechanisms on
which the plasticity of the Central Nervous System is
based.

12) Particular attention has to be paid to families hav-
ing one of their members affected by VS. We are sincere-
ly close to their daily suffering, and we reaffirm their
right to obtain help from all health workers and a full
human, psychological and financial support, which
enables them to overcome isolation and feel part of a net-
work of human solidarity.

13) In addition, it is necessary for institutions to or-
ganise models of assistance, specialised with reference to
the care of these patients (awakening centres and spe-
cialised rehabilitation centres), sufficiently spread over
the territory. Institutions should also promote the train-
ing of competent personnel.

14) VS patients cannot be considered as “burdens” for
society; rather, they should be viewed as a “challenge” to
implement new and more effective models of health care
and of social solidarity.

Rome, March 20, 2004 Gian Luigi Gigli, MD

President of FIAMC

SPRAVY / REPORTS

3. CELOSTATNE STRETNUTIE
ETICKYCH KOMISIi V SR

V diloch 24. a 25. maja 2004 sa v priestoroch Dérerove;j
NsP v Bratislave uskutocnilo 3. celostdtne stretnutie etic-
kych komisii. Konalo sa ako sucast postgraduilneho Tema-
tického kurzu Subkatedry klinickej farmakologie (SKF) Slo-
venskej zdravotnickej univerzity (SZU) v Bratislave pod
nazvom ,Sprivna klinickd prax po vstupe Slovenskej repub-
liky do Eurépskej Unie“v spoluprici s Centrilnou etickou
komisiou (CEK) Ministerstva zdravotnictva SR (MZ SR) v rim-
ci planu aktivit zameranych na dobudovanie systému etic-
kych komisii v SR. Tematicky nadvizovalo na program tra-
di¢ného postgraduidlneho kurzu o problematike Spravne;j
klinickej praxe (SKP), ktory SKF SZU organizuje v pravidelnych
intervaloch uZz viac nez 8 rokov. Informac¢na databaza kurzu sle-
duje aktudlny domdci a medzinarodny vyvoj v tejto oblasti.

So vstupom SR do EU sivisi aplikicia pripadne prevza-
tie mnohych pravnych predpisov EU do privneho systému
SR. Tieto zmeny sa pre oblast klinického skus$ania liec¢iv
v SR zaviedli novelizaciou prislusnych pravaych predpisov,
najmi zakona NR SR ¢. 140/1998 Z. z. o liekoch a zdravotnic-
kych pomockach (zikonom ¢&. 9/2004) a zikona €. 277/1994
Z. z. o zdravotnej starostlivosti (v zneni neskorSich predpi-
sov), ako aj vydanim dlho ocakdvaného vykonavacieho pred-
pisu k zakonu ¢. 140/1998 - Vyhliasky MZ SR ¢. 239/2004
Z. z. o poziadavkach na klinické skuSanie a spriavnu kli-
nickd prax z 29. marca 2004 (s platnostou od 1. maja 2004).

Cielom stretnutia bolo oboznamit ticastnikov s obsahom
a dosledkami novych pravnych predpisov o SKP v SR a pris-
piet k potrebnej celoStatnej koordindcii a zjednoteniu pos-
tupov etickych komisii pri posudzovani a schvalovani pro-
tokolov klinického skus$ania liec¢iv. Vzhladom k tomu, Ze
realizdcia klinického skus$ania lieCiv a zdravotnickych pomo-
cok v sulade s poZiadavkami SKP si vyZaduje spolupracu
a ‘zladenie‘ usilia vSetkych zicastnenych - zadavatelov (spon-
zorov), (zodpovednych) skusajucich, etickych komisii a pris-
lusnych $titnych orginov (Statny dstav pre kontrolu lieciv
(SUKL), resp. MZ SR) - mozno ako zvlast pozitivny aspekt
podujatia hodnotit ucast zistupcov vsetkych spominanych
¢initelTov SKP. Tdto skuto¢nost umoznila bezprostrednu
vymenu informdcii a diskutovanie spolo¢nych problémov
spojenych so zabezpecenim plnenia naro¢nych odbornych
a etickych poziadaviek realizacie klinického skti$ania v su-
lade so zdsadami a metodikou SKP.

Ucastnici stretnutia privitali aktualny, dlho ocakdvany
pokrok pri dopracovani potrebného legislativneho ramca
klinického sku$ania liec¢iv a SKP v SR na tirovni predpisov EU,
no poukdzali aj na niektoré pretrvavajice nejasnosti a ne-
dostatky, resp. chyby v dikcii citovanych novych predpisov
(potrebné opravy by mali byt zapracované v rimci aktuilne
pripravovanej noveliziacie). PoZadovali aj vydanie podrob-
nejsich odbornych usmerneni pre oblast realizicie SKP v SR
(napr. vydanie odborného usmernenia; acelova publikicia
pre pricu etickych komisii a pod.) a zabezpecenie potrebné-
ho vzdelivania s nadviznostou na pripravovany certifikacny prog-
ram a akreditacné poZiadavky pre pracoviska vykonaivajtce kli-
nické skuSanie lieciv. Stretnutie prispelo k zlepSeniu vzajom-
nej informovanosti a objasneniu niektorych praktickych prob-
lémov, ktoré prinasa aplikicia novych legislativnych predpisov
pre oblast klinického sktiSania lieciv a SKP. Pre uspesSné rie-
Senie tychto zdvaznych otazok je nevyhnutna spoluprica vSet-
kych zainteresovanych institticii (MZ SR, SUKL, SZU, akredito-
vané pracoviska, a i.), vratane spolo¢ného usilia o dotvorenie
a harmoniziciu prislusnych legislativnych predpokladov.

Doc. MUDr. Jozef Glasa, CSc.,
predseda CEK MZ SR
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Konferencie, kongresy v roku 2004
- Conferences, Congresses in 2004

Slovenska republika - Slovak Republic

+ 3. celodtatne stretnutie etickych komisii v Slovenskej
republike, Bratislava, SZU, 24. - 25. maja 2004, e-mail:
jozef.glasa@szu.sk

+ 10th Congress of the European Federation of the
Catholic Physicians Associations (FEAMC) - New Challenges
for Medicine and Health Care in Europe, Bratislava, July 1 - 4,
2004, www.feamc2004.info

+ Dignity and Older Europeans, September 24, 2004,
Bratislava, e-mail: stefan krajcik@szu.sk

+ International Conference - Clinical Ethics Support,
Council of Europe (DEBRA), November 18 - 19, 2004, Bra-
tislava, e-mail: jozef.glasa@szu.sk

Eurépa, svet - Europe, World
+ Ethics Education in Medical Schools, March 21 - 25,
2004, Eilat, Israel, e-mail: meetings@isas.co.il

+ The Ethics of Intellectual Property Rights and Patents,
April 23 - 24, 2004, Warszaw, Poland, e-mail: agorski@ikp.pl

+ Ethical, Legal and Social Implications of Genetic Testing,
May 6 - 7, 2004, European Commission, Brussels, Belgium,
e-mail: maurizio.salvi@cec.eu.int

+ Human Rights and Medicine: fairness of Health Care
Reforms, June 21 - 26, 2004, Dubrovnik, Croatia, e-mail:
mmastil@snz.hr

+ World Congress of Medical Law, August 1 - 5, 2004,
Sydney, Australia, e-mail: weml@tourhosts.com.au

+ Genetics and Health Care (ESPMHC), e-mail: h.ten-
have@efg.umcn.nl, and Ethical, Legal and Social Aspects of
Human Genetic Databases, August 25 - 28, 2004, Reykjavik,
Iceland, www.elsagen.net/conference/

¢ Annual Intensive Five-days Course on Medical Ethics,
Imperial College, London, UK, September 13 - 17, 2004,
www.ad.ic.ac.uk/cpd

+ Congress on Palliative Care: Experiences and Perspec-
tives, Sept. 29 - Oct. 3, 2004, Bucharest, Romania

NEW CHALLENGES FOR MEDICINE

AND HEALTH CARE IN EUROPE

Final Document of 10" European Congress of FEAM.C,,
Bratislava, 1-4 June, 2004

European Federation of Catholic Medical Associations (F.E.A.M.C.)

At the end of the Congress in Bratislava, attended by
more than 350 medical doctors from 20 European count-
ries, FEAMC presents to the doctors and to the society the
following final declaration:

1. This is the second Catholic Doctors’ Congress celebra-
ted in a former ‘communist’ country. After 15 years of regai-
ned freedom, we have to face a decay of moral standards,
sometimes copying the worst of the western mentality of
consumerism, individualism, and utilitarianism.

This is leading to an increase of moral problems, a de-
gradation of lifestyles, a corruption of health services and
lack of attention to the most vulnerable in society: the
poor, the elderly, the disabled, and the chronically ill.

Although we cannot deliver everything to all, we have
to emphasize the fundamental right of every human person
to basic health care. Only respect of each person, created in
the image of God, may prevent a sort of social euthanasia,
with people suffering, or even dying because necessary health
services are unaffordable for them.

2. The term “pre-embryo” is a conceptual and linguistic
construction, without any scientific basis, created merely
for pragmatic and utilitarian purposes.

3. Scientific evidence shows that embryonic stem cells

will not deliver the promised benefits and may cause sub-
stantial harm to the recipient. Progress in the development
of adult stem cell technology appears to produce effective
benefits, which are ethically acceptable.

4. Methods of assisted reproduction face increasingly
severe ethical problems and cause tangible risks.

5. Secular society argues that legal abortion is needed to
prevent the consequences of illegal abortion. Official statis-
tics from Poland clearly show reduced maternal mortality,
reduced miscarriages and reduced prematurity since the
abolition of liberal abortion laws in 1993.

6. It is essential to put into the practice of health care
the right of the child to grow up and to discover the world
optimally.

7. A drug addict is a sick person and has a place in our
society. Medical psychosocial and religious help may offer
him inspiration and support.

8. Medical action must be based not only upon rights
and duties, but also upon grace and love, passing from oc-
cupation to vocation, and accompanying patients until the
end of their life.

9. Palliative care comprises optimal medical, nursing,
psychological, social and spiritual care, respecting human dig-
nity at the end of life.

Our first Congress of the new Millennium is an oppor-
tune time to renew our pledge in the service of the life, dig-
nity and rights of every human being in the spirit of Evan-
gelium Vitae, the magna carta of catholic doctors and an im-
portant source of inspiration for all health care workers of

good will Bratislava, July 4, 2004

Medicinska etika & bioetika - Medical Ethics & Bioethics, zalozeny ako Casopis
Ustavu medicinskej etiky a bioetiky v Bratislave, spolo¢ného pracoviska Lekar-
skej fakulty Univerzity Komenského a Instititu pre dalSie vzdeliavanie zdravot-
nickych pracovnikov v Bratislave. Je ur¢eny pracovnikom etickych komisii v Slo-
venskej republike, ako aj najsirSej medicinskej a zdravotnickej verejnosti. M
tieZ za ciel napomdhat medzinirodni vymenu informdcii na poli medicinske;j
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POKYNY PRE AUTOROV / INSTRUCTIONS FOR AUTHORS

1. Rukopisy maja byt napisané v spisovnom slovenskom ale-
bo anglickom jazyku na kvalitnom papieri formatu A4 (60 zna-
kov, 30 riadkov na jednu stranu), najlepsie elektrickym pisacim
strojom alebo laserovou tlaciarnou pocitaca.

2. Pokial mozno prosime dodat rukopisy napisané aj v niek-
torom z beznych textovych editorov (napr. Word Perfect, MS
Word, atd.) na diskete s uvedenim mena autora, nidzvu prislus-
ného stboru a pouZzitého textového programu.

3. Rozsah prispevkov: a) povodné prace a prehlady: do 10
strdn textu (vritane zoznamu literatiry) a najviac 5 priloh
(obrazky, grafy, tabulky, a pod.), b) listy redakcii, recenzie,
spravy z kongresov a konferencii, a pod.: do 4 strin textu a 2
priloh.

4. Titulna strana rukopisu méd obsahovat nizov price, mend
a priezviska vSetkych autorov prispevku (vratane ich akademic-
kych titulov), nazov pracoviska (pracovisk) autora (autorov)
s uvedenim mena a priezviska vediceho pracoviska (vratane ti-
tulov). Povodna ako aj prehladova prica ma byt doplnend vy-
stiznym sihrnom, napisanym v rozsahu cca 10 - 20 riadkov,
a zoznamom klucovych slov (v slovendine aj v anglictine). (Re-
dakcia zabezpeci preklady sihrnov iba v osobitnych pripa-
doch.)

5. Citovana literatira sa usporadiva abecedne podla priez-
viska a skratky krstného mena (prvého) autora. V texte sa odvo-
lanie na citovana priacu oznaci uvedenim poradového cisla ci-
tovaného literirneho pramena [v zdtvorkach].

Citdcie prac z ¢asopisov: (poradové Cislo citicie), priezvisko
autora, skratka jeho krstného mena (najviac 4 autori, ak je auto-
rov 5 a viac, uvedu sa len prvi traja a po Ciarke “a spol.” alebo “et
al.”), dvojbodka, plny nazov citovanej prace (bodka), oficidlna
skratka nazvu cCasopisu, ro¢nik, rok vydania, ¢islo, prva strana,
pomlcka, poslednd strana citovaného prispevku, bodka. Pred
¢islo uviest skratku “¢”, pred prvu stranu skratku “s”. (Priklad
(vymysleny): 1. Masura, J., Kopac, L., Sedlik, V., a spol.: Problém
parenteralnej vyZivy u pacientov v perzistujicom vegetativnom
stave - etické aspekty. ME&B, 1, 1994, €. 2,5. 12- 14.)

Citacia knihy: priezvisko autora (autorov), skratka krstného
mena, dvojbodka, plny ndzov knihy (bodka), vydavatel, miesto,
rok vydania, pocet stran, citovand/€ strana/y. Citicia kniZnej ka-
pitoly: priezvisko autora (autorov), skratka krstného mena,
dvojbodka, plny nizov knihy (bodka), In: Citovand kniha, prva
strana, pomlcka, posledna strana citovanej kapitoly. Pred prva
stranu uviest skratku “s”.

6. Dokumenticia prispevku moze obsahovat obrazky (ev.
kvalitné CB fotografie, pripadne negativy), grafy a tabulky. Kaz-
du prilohu uviest samostatne na zvlaStnom liste papiera v kvalit-
nom vyhotoveni. Oznacit na zadnej strane menom (prvého) au-
tora, druhom prilohy (obr., tab., graf) a jej poradovym cislom.

7. Rukopisy sa zasielaju v dvoch kompletnych exemplaroch
(vritane dokumenticie) na adresu redakcie. V sprievodnom lis-
te je potrebné uviest presnu adresu autora pre koreSpondenciu
(vratane telefonneho pripadne faxového Cisla), aplny zoznam
spoluautorov s ndzvom ich pracoviska a presnou adresou, ako aj
prehldsenie o tom, Ze rukopis dosial nebol uverejneny alebo po-
slany na uverejnenie v inom medicinskom periodiku.

8. Zaslané rukopisy maju byt formulované definitivne. Po-
vodné prace a prehlady su pred prijatim na uverejnenie recen-
zované.

9. Redakcia si vyhradzuje pravo vykonat na rukopise (vrata-
ne jeho nazvu) nevyhnutné redakéné upravy, skratit ho, alebo
po pripomienkach recenzenta vritit autorovi na upravenie.

10. Redakcia si vyhradzuje pravo urcit poradie a kone¢nu
upravu rukopisu do tlace.

11. Rukopisy, ktoré nezodpovedaju celkovej koncepcii ¢aso-
pisu, alebo neboli upravené v silade s pokynmi pre autorov
a pripomienkami recenzentov, nemozu byt uverejnené.

12. Vzhladom na neziskovy charakter ¢asopisu uverejnené
prispevky nie si honorované.

1. Manuscripts submitted for publishing in “Medical Ethics
& Bioethics” should be written in standard Slovak or English
on a good quality white paper - format A4 (60 characters per
line, 30 lines per page). Electric typewriter or PC laser (not
matrix) printer should preferably be used.
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