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Ethical Issues in Geriatric Medicine

,In both the practice of clinical medicine and the provision of health resour-
ces, Geriatric Medicine is bristling with ethical issues and this should be obvious
to anyone working with the aged. The high prevalence of severely disabling
and life-threatening conditions often raises questions about how aggressively
or how extensively to treat. There are two major components to any treatment
decision: feasibility and desirability. Whether an intervention is feasible depends
on predicting the likely outcome of the intervention. Such predictions are not easy
and it should be borne in mind that while a treatment may benefit a failing or-
gan, it will not necessarily bring about a restoration of reasonable health and may
even prolong a patient’s dying. Whether a treatment is desirable raises the issue
of quality of life, a term that has no precise, well-defined meaning. Use of the term
rests on a distinction be-tween the condition of human life and its meaning and
value which involve the perception of individual worth and well-being. It must
be stated unequivocally that no medical treatment can give meaning to life. The
best that can be hoped for is to promote the physical function, mental alertness and
emotional stability ne-cessary for its attainment.

The financial implications of managing disease and disability in old age are
immense and in the last year of life more expensive medical and social resour-
ces are consumed than in any other. Hitherto, the financial consequences of me-
dical intervention were kept largely separate from the actual practice of medi-
cine in the UK. Direct financial responsibility may well be ad odds with what a
physician perceives as being in a patient’s best interests and lead to a biased
decision making. It is interesting that in other circumstances such as in industry
and commerce, the law requires safeguards against such conflicts of interest. With
the present reorganisation of the National Health Service, conflicts of interest appear
to be part of the fabric of the system and dilemmas hardly en-countered by the
medical practitioner only a few years ago are starting to arise quite often. My
perception is that this reorganisation is producing a bewildering, often frustra-
ting, health care environment in which patients’ rights are easily overlooked.
Physicians must make a conscious effort to fulfil their primary role as a patient’s
advocate and not accept the provision of substandard health care simply because
of his or her budget responsibilities and age alone must never be permitted to
become a means by which the costs of health care provision are contained.”

Michael Horan*

* Cited from: Horan, M.: Difficult choices in treating and feeding the debilitated elderly. In: Gormally, L. (Ed.): The
dependent elderly: Autonomy, justice and quality of care. Cambridge University Press, Cambridge, 1992, p. 16 - 17.
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ORGANOV A TKANIV LUDSKEHO POVODU
K MEDZINARODNEMU DOHOVORU

O LUDSKYCH PRAVACH A BIOMEDICINE.
STRUCNY KOMENTAR

Jozef Glasa!, Silvia Gubova?

'Slovenska zdravotnicka univerzita; Centrdlna eticka ko-
misia Ministerstva zdravotnictva Slovenskej republiky (MZ SR);
* Odbor eurdpskej integricie MZ SR; Bratislava

1. Predmet, poslanie a obsah Protokolu [1]

Medzindrodny dohovor o I'udskych pravach a biomedi-
cine (ETS No. 164, Oviedo, 1997; v platnosti od 1. 12. 1999;
dalej len Dohovor), ku ktorému Slovenska republika (d’a-
lej len SR) pristapila podpisom (4. 4. 1997) a ratifikiciou
(15. 1. 1998) ako jeden z prvych Statov Rady Eur6py (da-
lej len RE), ma za ciel ochranu dostojnosti a identity vSet-
kych T'udi a zabezpecuje kazdému reSpektovanie jeho in-
tegrity. Predstavuje vhodny ramec na formulovanie doda-
to¢nych Standardov na ochranu prav a slobéd darcov, po-
tencialnych darcov a prijemcov organov a tkaniv.

Protokol o transplanticiich orginov a tkaniv l'udské-
ho pévodu (dalej len Protokol; druhy dosial prijaty protokol
k spominanému Dohovoru z viacerych, ktoré sa aktuilne
pripravuji) rozsiruje ustanovenia Dohovoru na oblast trans-
plantacie organov, tkaniv a buniek ludského povodu. Us-
tanovenia Dohovoru sa v filom priamo aplikujd, pricom Pro-
tokol ma za ciel ich rozpracovanie pre Specificku oblast,
ktora pokryva. Oba dokumenty je potrebné interpretovat
a aplikovat vo vzajomnej spojitosti.

Ucelom Protokolu je ochrana dostojnosti a identity
kazdého cloveka a zabezpecenie, bez akejkolvek diskrimi-
nacie, reSpektovania jeho integrity a dalSich prav a zaklad-
nych slobdd vo vztahu k transplanticii organov, tkaniv a
buniek udského povodu.

Protokol zahfnia vylu¢ne odber a transplantaciu lud-
skych organov, tkaniv alebo buniek u oséb, ktoré sa naro-
dili (¢i uz su zivé alebo mrtve). Netyka sa transplantacie or-
ganov, tkaniv alebo buniek I'udského zarodku (embrya)
alebo plodu (fétu), ani transplantacie organov, tkaniv alebo
buniek zvierat ¢loveku (xenotransplantacii). Obe spomi-
nané oblasti budi predmetom zvlastnych dokumentov, kto-
ré sut. €. uzv priprave [2].

Reproduktivne orginy a tkaniva (obsahujice vajicka,
spermie a ich prekurzorové bunky) nie st zahrnuté do Pro-
tokolu, nakolko transplanticia ludskych organov, tkaniv a
buniek predstavuje odliSnu problematiku od oblasti me-
dicinsky asistovanej reprodukcie cloveka a vyZzaduje uplatne-
nie inych regula¢nych pravidiel.

Krv a pripravky z krvi na pouZitie v transfiiznej medi-
cine (transfuziologii) su predmetom Specifickych regu-
lacnych uprav, ako je napriklad Odporicanie R(95)15 o
priprave, pouZiti a zabezpeceni kvality krvnych sucasti, pre-
to nie su zahrnuté do tohto Protokolu. Do Protokolu su
vSak pre pripad transplanticie Specificky zahrnuté krvo-
tvorné (hematopoetické) kmefiové bunky.

Principy a poziadavky Protokolu platia mutatis mutan-
dis aj pre vyuzitie [udskych tkaniv a buniek v medicin-
skych pristrojoch alebo liecivych pripravkoch.

Ludské organy, tkaniva alebo bunky sa na ucely trans-
plantacie ziskavaju za tychto okolnosti:

a) 7Ziva osoba, za urcitych okolnosti, dava stihlas na od-

ber svojho organu alebo tkaniva za ucelom jeho trans-
planticie inej osobe;

b) orgiany alebo tkanivd mdzu byt odobraté zomrelej
osobe a implantované druhej osobe;

©) osoba, ktora sa podrobuje lekirskemu vykonu pre
svoj vlastny zdravotny uzZitok, moZe suhlasit s tym, aby sa
orgin alebo tkanivo odobrané pri tomto vykone implan-
tovalo inej osobe.

Protokol pozostava z preambuly a jedenastich kapitol,
ma 34 samostatnych ¢lankov.

Preambula obsahuje principidlne vychodiska uplat-
nené pri tvorbe Protokolu.

Kapitola I definuje predmet a obsah Protokolu, vrata-
ne definicii niektorych pojmov.

Kapitola II obsahuje vSeobecné ustanovenia, vratane ¢lin-
kov o transplantacnom systéme, profesionalnych standar-
doch, informdcii pre prijemcu, zdravotnych aspektoch a in-
formaciach pre zdravotnickych pracovnikov a pre verejnost.

Kapitola III je venovana problematike odberu orga-
nov a tkaniv zo Zivych osdb. Ma za ciel chranit Zivého dar-
cu pred psychologickym a fyzickym rizikom a nisledka-
mi implanticie nim darovaného organu alebo tkaniva,
najmi z hladiska dovernosti ziskavanych tudajov a zitaze
vznikajacej v suvislosti s poziadavkou sledovatelnosti po-
vodu a pohybu (vyuZitia) odobranych organov a tkaniv.

Kapitola IV obsahuje ustanovenia tykajuce sa odberu
organov a tkaniv od zomrelych. Cielom je upravit jed-
notlivé fazy odberu orginov alebo tkaniv od zomrelych
0s0b a zabezpecit, aby sa odber nemohol vykonat, ak zom-
rely vyjadril s nim nesuhlas.

Kapitola V upravuje implanticiu organov a tkaniv odob-
ranych povodne pre iny tic¢el neZ pre ucel ich transplanti-
cie. Specifikuje podmienky, za ktorych je implanticia ta-
kéhoto organu alebo tkaniva inej osobe moZna; zvlast vy-
Zaduje poskytnutie Specifickej informacie a ziskanie infor-
movaného suhlasu darcu alebo predpisaného povolenia.

Kapitola VI obsahuje zakaz finan¢ného zisku viazané-
ho na darovanie I'udskych organov alebo tkaniv.

Kapitola VII obsahuje ustanovenia o zabezpeceni do-
vernosti informdacii a ochrany osobne identifikovatel-
nych adajov pred zverejnenim a inym zneuZitim.

Kapitola VIII - postup v pripade porusenia prav alebo
principov uvedenych v Protokole.

Kapitola IX - medzinarodna spoluprica v oblasti trans-
planticie organov a tkaniv.

Kapitola X - vztah Protokolu k Dohovoru a buduca re-
vizia Protokolu (predpoklada sa o 5 rokov od jeho prijatia).

Kapitola XI - zavere¢né ustanovenia.

Protokol je sprevadzany Vysvetlujicou sprivou (Ex-
planatory Report), ktora bola na poziadanie Pracovnej sku-
piny vypracovana pod gesciou Generalneho sekretira RE.
Této sprava nie je zaviznou interpreticiou Protokolu, av§ak
obsahuje rozbor najvyznamnej$ich problémov diskuto-
vanych pocas pripravy textu a poskytuje informdicie ob-
jasfiujuce predmet a ciel protokolu. Ma napomoct lepSie-
mu pochopeniu jeho ustanoveni.

2. Historia pripravy protokolu

V novembri 1987 sa 3. konferencia europskych minist-
rov zdravotnictva v PariZi zaoberala problematikou trans-
planticie orginov. Jej vysledkom bolo prijatie viacerych
smernic pre tito oblast, ako aj zavere¢ného vyhlasenia (de-
klaricie), v ktorom ministri upozornili, Ze hoci transplan-
tacia organov a tkaniv predstavuje uZ zavedenu sucast zdra-
votnej starostlivosti, napomahajicu zachranu Zivota a
zlepSenie jeho kvality, je potrebné zdoraznit na jednej
strane vyznam $pecifickych opatreni na podporu darova-
nia organov a tkaniv pre potreby transplanticie, no na dru-
hej strane aj opatreni, ktoré by zabranili zneuZitiu trans-
planticie a zniZili riziko jej nepripustnej komercionalizicie.
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Tymto otazkam venoval pozornost aj Vybor ministrov
(Committee of Ministers) RE a Parlamentné zhromazde-
nie RE, najmi v Rezolucii (78)29 o harmonizicii legisla-
tivy clenskych Statov RE tykajucej sa odberu, implanticie a
transplantice materidlov ITudského povodu a v Odporucani
¢. REC (2001)5 o manazmente zoznamov Cakatelov a do-
bach cakania na transplantaciu organov.

V roku 1991, v Odporucani ¢ 1160 (Recommendation
No. 1160) Parlamentné zhromaZdenie RE odporucilo Vy-
boru ministrov pripravit rimcovy dohovor [3] obsahuju-
cu zakladny text so vSeobecnymi principmi a dodatkové
protokoly upravujice Specifické aspekty. V tom istom ro-
ku Vybor ministrov RE poZiadal Ad hoc vybor expertov
pre bioetiku (CAHBI) RE, nesk6r zmeneny na Riadiaci
vybor pre bioetiku (CDBI) o vypracovanie ,protokolov ku
konvencii, tykajucich sa, predbeZne, transplanticie orga-
nov a pouzitia substancii ludského povodu; (a tiez) medi-
cinskeho vyskumu na ¢loveku.”

CAHBI na svojom 14. zasadnuti v Strasburgu (November
1991) vymenoval Pracovnu skupinu pre organové transplan-
ticie (CAHBI-CO-GT1) a poveril ju pripravou navrhu Proto-
kolu. Pracovna skupina (neskor pod nazvom CDBI-CO-GT1)
zacala priacu na Protokole na svojom prvom zasadnuti v janud-
ri 1992, paralelne s pracami CDBI na priprave Konvencie.

Na druhom zasadnuti CDBI v aprili 1993 Pracovna
skupina predlozila navrh Protokolu a v juni 1994 zastup-
covia ministrov RE suhlasili s deklasifikdciou tohto doku-
mentu. KedZe v dalsom sa CDBI sustredil na pripravu
textu samotnej Konvencie, prace na Protokole boli pozas-
tavené aZ do janudra 1997. Konvencia bola schvilena Vy-
borom ministrov RE 19. novembra 1996 a otvorena na pod-
pis 4. aprila 1997 v Oviede (Spanielsko). CDBI, na svojom
11. zasadnuti v juni 1996 rozhodol o obnoveni price na Pro-
tokole a jeho prepracovani vo svetle ustanoveni Konvencie.

Text Navrhu Protokolu, postdeny na 15. zasadnuti CDBI
(december 1998), bol rozhodnutim Vyboru ministrov RE
(658. zasadnutie; februar 1999; bod 10.1) deklasifikovany
za ucelom jeho konzulticii. Konzultujuci, ktori zahfnali
Clenské Staty RE, relevantné eurdopske mimovladne orga-
nizicie, a najmi Parlamentné zhromaZdenie RE (Specific-
ky Vybor pre socidlne, zdravotné a rodinné veci, Vybor pre
vedu a technoldgie a Vybor pre pravne veci a I'udské pra-
va) sa podiel'ali na dalSom dopracovani textu. Po dokladnom
posudeni CDBI ukondil text Protokolu a schvalil ho na
svojom zasadnuti v juni 2000.
~ Parlamentné zhromazdenie RE vydalo stanovisko k
Protokolu 25. aprila 2001 [4]. Zastupcovia ministrov schva-
lili text Protokolu 31. oktobra 2001. Protokol bol schvile-
ny Vyborom ministrov RE 8. novembra 2001 a otvoreny
na podpis 24. januara 2002.

3. Postoj delegacie Slovenskej republiky

SR sa od pociatku podielala na priprave textu Proto-
kolu v ramci svojho zastiipenia vo vybore CAHBI (neskor
CDBI). Pripomienky expertov SR, nominovanych na pra-
covné zasadnutia CDBI, sa uplatnili priamo v diskusii o
formulaciach jednotlivych ustanoveni Protokolu.

Konec¢na verzia textu Protokolu nie je v rozpore s plat-
nou legislativou SR pre oblast transplanticii organov a
tkaniv, ani so zdujmami SR v tejto oblasti.

Pristipenim k Protokolu - jeho podpisom a nidslednou
ratifikdciou - SR pokracuje v doterajSom pozitivnhom tren-
de aproximaicie svojej legislativy a jej vyvinu v zmysle ak-
tuilnych a progresivnych medzinirodnych standardov.

Pristapenie k Protokolu je potrebné hodnotit aj z hla-
diska jeho pozitivneho vplyvu na dal$i rozvoj uz dosial
velmi intenzivnej medziniarodnej spoluprace SR v oblasti
transplanticii organov a tkaniv a dopadu na zlepSenie
zdravotnej starostlivosti o pacientov - potencidlnych pri-
jemcov transplantovanych organov a tkaniv v SR.

Poznamky

1. Additional Protocol to the Convention on Human Rights
and Biomedicine, on Transplantation of Organs and Tissues of
Human Origin. European Treaty Series - No. 186, Council of Eu-
rope, Strasbourg, 24. 1. 2002, text protokolu v anglickom jazyku
je uverejneny v rubrike Dokumenty, s. 9 - 12 (k dispozicii na
internetovej stranke Rady Eurdpy: http://conventions.coe.int-
/Treaty/en/Treaties/html/186.htm)

2. Protokol o ochrane zarodku a plodu, Odporucanie o xeno-
transplanticiach.

3. Dohovor o ludskych privach a biomedicine RE, ETS No.
164, Oviedo, 1997.

4. Opinion No. 227 (2001).
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MBA, Centrilna etickd komisia MZ SR, Limbova 2, 837 52 Bratislava 37,
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PATENT PROTECTION FOR STEM CELL
PROCEDURES UNDER THE LAW
OF THE EUROPEAN UNION

Tade Matthias Spranger

Institut fiir Offentliches Recht - Abteilung Verwaltungs-
recht, Rheinische Friedrich-Wilhelms-Universitit, Bonn,
Germany

Abstract

Stem cell research shows an immense diagnostic and
therapeutic potential. The procedures based on human
stem cells seem to allow new medical treatments for serious
diseases like Parkinson’s or Alzheimer’s disease, leukae-
mia or diabetes. However, as no company or inventor
would take the risk of immense investments without an
adequate legal protection of the possible benefits arising
out of their work, intellectual property law plays a pi-
votal role for the further development of stem cell tech-
niques. Although international patent law knows protec-
tion of inventions using biological substances and living
matter for about 160 years, patents on stem cells, DNA
and other parts of the human body raise specific objec-
tions. Nevertheless, from a strictly legal angle, there are
no barriers to patents on stem cell procedures. In parti-
cular, Art. 6 of the ,Directive 98/44/EC of the European
Parliament and of the Council of the European Union of
July 6, 1998 on the legal protection of biotechnological
inventions® - which qualifies inventions as unpatentable
where their commercial exploitation would be contrary
to ordre public or morality - does not hinder patent pro-
tection for stem cell research.

Key words: stem cell, patent protection, human clo-
ning, embryo protection, European Court of Justice.

I. Introduction

Patent protection for living matter has already been
granted under patent law in the 19th century - for the
first time in Finland on 24 July 1843 (1). In 1873, inter
alia, Louis Pasteur was granted U.S. Patent No. 141,072,
containing a per se claim to ,yeast, free from organic
germs of disease, as an article of manufacture“(2). So, in
contrast to a widely held opinion (3), the famous US pa-
tent granted about 20 years ago to Chakrabarty (4) for
oil-eating bacteria was not the first patent to be granted

ME&B 10 (1-2) 2003

3



for living organisms or biological substances (5). With
this practice in mind, at first sight, recent discussions and
disputes on ,unjustified patents on life“ seem to be some-
what behind the time. However, the significant develop-
ments of genetics during the past decades call for reas-
sessments and present a challenge for international pa-
tent law. In the following, the requirements for and the
barriers to patent protection for biotechnological inventions
- with special emphasis to stem cell procedures - according
to the law of the European Union should be described in brief.

IL. Basic elements of European
patent protection

In 1973 a number of European countries signed the
European Patent Convention (EPC) which was based on
the Strasbourg Convention of 1963. The EPC led to the
establishment of the European Patent Office (EPO) as
part of the European Patent Organization. Although all the
Member Countries of the European Union are also mem-
bers to the EPC, this document does not present a part of
European Union law. Instead, the EPC is part of suprana-
tional law.

The European Union presented its first draft of a regu-
lation concerning the legal protection of inventions in the
field of biotechnology in 1988. Finally, after a decade of hea-
ted debates, on 30 July 1998 the European Co'mmunities'
,Directive 98/44/EC of the European Parliament and of
the Council of the European Union of July 6, 1998 on the
legal protection of biotechnological inventions* (6) came
into effect. The so-called Biotechnology Directive serves
as a mere framework for the patent laws of the Member
States, which subsequently had to adjust their national
laws to the provisions of the Directive no later than 30
July 2000. However, more than two years after the end of
the transformation period, only Denmark, Spain, Finland,
Greece, Ireland and the United Kingdom have met their
obligation to transform the Directive (7).

The following considerations are the deciding factors
calling for the enactment of this new legal instrument:
First of all, as the protection of biotechnological inven-
tions is of fundamental importance for the Community’s
industrial development (8), the Directive aims at the
enhancement of patents on these inventions. Second, an
effective and harmonised protection throughout the
Member States is essential in order to maintain and en-
courage investment in the field of biotechnology (9).
Furthermore, differences in the patent protection offe-
red by the laws and practices of the different Member
States could create barriers to trade and hence impede
the proper functioning of the internal market (10).

The Directive can be divided into two parts. The first
part consists of so-called recitals, which are legally non-
binding. However, as they serve as an interpretative gui-
deline for courts and administrative authorities, the reci-
tals are important for a deeper understanding of the Di-
rective and therefore should be read together with the
articles, which present the legally binding elements of
the document.

In its Art. 3, the Directive states:

»,(1) For the purposes of this Directive, inventions
which are new, which involve an inventive step and
which are susceptible of industrial application shall be
patentable even if they concern a product consisting of
or containing biological material or a process by means of
which biological material is produced, processed or used.

(2) Biological material which is isolated from its natu-
ral environment or produced by means of a technical
process may be the subject of an invention even if it pre-
viously occurred in nature.”

Therefore, the Directive follows internationally accep-

ted principles of patent law, according to which mere
discoveries are not patentable, whereas inventions can
be the object of patent protection. At first sight, Art. 3
paragraph 2 seems to be inconsistent with paragraph 1.
Antagonists of patents on biotechnological inventions ta-
ke the view that elements to be found in nature are not new
and therefore present mere discoveries. However, Art. 3
paragraph 2 of the Directive does not allow the granting
of patents for substances in situ. Instead, the provision
merely aims at the protection of inventions related to the
isolation and synthetic production of naturally occurring
substances.

III. Patents on the human body

Art. 5 of the Directive specifies this basic differentia-
tion for patents on the human body:

»,(1) The human body, at the various stages of its for-
mation and development, and the simple discovery of one
of its elements, including the sequence or partial sequen-
ce of a gene, cannot constitute patentable inventions.

(2) An element isolated from the human body or other-
wise produced by means of a technical process, inclu-
ding the sequence or partial sequence of a gene, may con-
stitute a patentable invention, even if the structure of that
element is identical to that of a natural element.

(3) The industrial application of a sequence or a par-
tial sequence of a gene must be disclosed in the patent
application.”

Hence, inventions using a gene or another part of the
human body have to meet the same requirements of pa-
tentability as any other invention. In this connection, re-
cital 21 of the Directive states that an isolated element of
the human body should be treated as patentable matter
as it can be the object of techniques which human beings
alone are capable of putting into practice and which
nature is incapable of accomplishing by itself. However,
in order to minimise the risk of ,random shots, i. e.
patent applications of inventors which do not know the
gene’s function, Art. 5 paragraph 3 calls for the disclo-
sure of a concrete function (11). A mere DNA sequence
without indication of a function does not contain any
technical information and is therefore not a patentable
invention (12). This is also the guiding principle for pa-
tents on Expressed Sequence Tags or Single Nuclear
Polymorphisms. Furthermore, recital 24 reads:

»[...] in order to comply with the industrial application
criterion it is necessary in cases where a sequence or par-
tial sequence of a gene is used to produce a protein or
part of a protein, to specify which protein or part of pro-
tein is produced or what function it performs.”

Finally, recital 25 of the Directive contains further in-
formation regarding overlapping sequences. According
to this provision, for the purposes of interpreting rights
conferred by a patent, each sequence will be considered as
an independent sequence in patent law terms, if sequen-
ces overlap only in parts, which are not essential to the
invention.

In addition to these specific requirements for patents
on parts of the human body, Art. 6 of the Directive rest-
ricts patent protection in several ways. First of all, Art. 6
paragraph 1 reiterates well-known principles of interna-
tional patent law (13), and qualifies inventions as unpa-
tentable where their commercial exploitation would be
contrary to ordre public or morality (14). These ethical
reservations pay tribute to concerns about potential abu-
ses of biotechnological inventions at the level of applica-
tion. However, possible conflicts between ordre public and
the invention as such (and not the invention’s applica-
tion) do not hinder patent protection. This differentiation
between the invention and its application achieves an
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adequate filter”, as a patent does not authorise the hol-
der to implement that invention, but merely entitles him
to prohibit third parties from exploiting it for industrial
and commercial purposes (15).

Art. 6 paragraph 2 of the Directive contains a nonex-
haustive list of certain processes, which automatically qua-
lify for an exclusion under Art. 6 paragraph 1. According
to this provision the following techniques, inter alia,
shall be considered unpatentable:

»(a) processes for cloning human beings;

(b) processes for modifying the germ line genetic
identity of human beings;

(c) uses of human embryos for industrial or commer-
cial purposes; [...]“

Once again, the recitals contain additional informa-
tion, which are of paramount importance for the provi-
sion’s interpretation. According to recital 41, a process for
cloning human beings may be defined as any process, in-
cluding techniques of embryo splitting, designed to create
a human being with the same nuclear genetic informa-
tion as another living or deceased human being. Recital
42 completes Art. 6 paragraph 2 lit. c: It provides that the
exclusion does not affect inventions for therapeutic or
diagnostic purposes, which are applied to the human
embryo and are useful to it. The paramount importance
of these provisions has to be described in the following.

IV. Stem cell procedures

If one takes into account the requirements and rest-
rictions mentioned above, the patentability of so-called stem
cell procedures turns out to be questionable. In general,
the term stem cell applies to any cell of the embryo, foe-
tus, or adult human that possesses the capacity to repro-
duce by cell division for any number of times (,immor-
tal“ cell) and to differentiate into cells of different degrees
of specialisation (differentiation) (16).

In order to be able to fully understand the question
raised above, a brief illustration of the scientific founda-
tions of stem cell procedures is helpful: Researchers com-
monly distinguish between EG cells, ES cells and AS cells.
ES cells, i. e. embryonic stem cells, retain the special abili-
ty to develop into nearly all of about 210 different cell types
(17). Hence, ES cells can be qualified as pluripotent cells.
ES cells occur early in embryonic development (until about
16 cells), can easily be isolated and reproduced, and, if
placed in appropriate culture conditions, seem to be capab-
le of extensive, undifferentiated proliferation in vitro
and retain the potential to create all adult cell types (18).

Embryonic germ cells (EG cells) originate from the pri-
mordial reproductive cells of the developing foetus (19).
Similar to ES cells, EG cells are not limited to the repro-
duction of a specific tissue or organ. However, according
to latest results of the research, EG cells have fewer pro-
perties in common with ES cells than was thought a few
years ago (20). Especially, attempts to derive adult cells
from EG cells have led to abnormalities.

AS cells, which means adult stem cells, are derived from
an adult human being, generally in compliance with the
bio-ethical principle of informed consent, i. e. from a do-
nor. Hence, even Pope John Paul II is reported to have
judged it morally permissible to conduct research on adult
stem cells (21). By now, adult stem cells, inter alia, have
been found in or even isolated and grown in culture from
brain tissue (22), bone marrow (23), spinal cord (24), blood
of the umbilical cord, skin, root of the hairs (25), muscle
and intestine (26). In view of this nearly inexhaustible
stockpile, antagonists of embryonic stem cell research
plead for the exclusive use of AS cells. Nevertheless, na-
ture sets manifold limits to AS cell research. First of all, from
embryo to adult, the versatility and abundance of stem

cells gradually decreases (27). As a result, AS cells are ex-
pected to be only multipotent. That means, AS cells are
unable to generate all different cell types. Instead, they
have a limited capacity for differentiation. Maybe scien-
tists will be able to re-program them to less differentiated
forms of cells. However, at the moment it is quite unclear
whether this approach will work (28). In addition, accor-
ding to some scholars’ assessment, the success of AS cell
research depends on the findings related to ES cells. In
other terms: ES cell research is an indispensable condi-
tion for the promising use of AS cells. Finally, AS cells are
hard to find and some tissues may not contain them: For
many adult cell types it is not known where the stem
cells are, or if they even exist (29).

The diagnostic and therapeutical potential and the
economic dimension of stem cell research is enormous.
Recent developments aim at the use of stem cells in or-
der to enhance the medical treatment of, inter alia, Hun-
tington’s, Parkinson’s disease, Alzheimer’s disease, leukae-
mia, stroke, heart disease, diabetes, cystic fibrosis, muscu-
lar dystrophy, hepatitis, osteoporosis, multiple sclerosis,
rheumatoid arthritis, spinal cord injury, or burns (30).
Another possible application concerns the use of stem cells
as tools or test kits in the filed of clinical trials: Before being
tested on humans, drugsi effects could be scrutinized on
organs or tissues generated form isolated stem cells. In
the long run, stem cell research aims at generating whole
organs or tissues. With these possible applications in
mind, it is not surprising that the worldwide economic
potential of stem cell procedures is estimated at up to $400
billion (31).

Nevertheless, the developments described above re-
quire immense investments. An investor, in order to be
willing to make these investments, must expect that once
commercialisation occurs, he will receive a return on in-
vestment (32). Without an adequate protection of intel-
lectual property, stem cell research could be doomed to
fail. By now, there have been over 2.000 patent applications
involving human and non human stem cells all over the
world (33). The question is whether the new Directive
allows patents on stem cell procedures: In its Art. 6 para-
graph 2, the Biotechnology Directive contains provisions
which may lead to barriers to patents on stem cells.

First, Art. 6 paragraph 2 lit. a) could apply to stem cell
techniques. As the term cloning circumscribes nothing but
the mere duplication of genetic information (34), the pro-
duction and use of stem cell lines, i. e. sequences of gene-
rations of cells obtained by continuous cell division and
differentiation, may fall within the scope of Art. 6 para-
graph 2 lit. a). However, as already mentioned above, re-
cital 41 of the Directive defines a process for cloning hu-
man beings as any process, including techniques of emb-
ryo splitting, designed to create a human being with the
same nuclear genetic information as another living or de-
ceased human being

Hence, Art. 6 paragraph 2 lit. a) does not address clo-
ning procedures aiming at the mere generation of tissue
aggregates or whole organs, because they are not desig-
ned to reproduce human beings as a whole. For the same
reason, the reproductive cloning of animals is not prohi-
bited even if the technique used or its results are applicab-
le to human beings. The provision exclusively aims at
the prohibition of patents on human reproductive clo-
ning and therefore contains an element of ,end product o-
rientation®. Not the duplication of human genetic infor-
mation but the duplication of a human being as a whole
is in the provision’s centre of interest. Processes that are not
intended to create a human being, i. e. the mere repro-
duction of single cells, tissues or organs, which are only
parts of human beings, do not fall within the scope of
this prohibition (35).

Second, embryonic stem cell procedures may be affec-
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ted by Art. 6 paragraph 2 lit. ¢) of the Directive, if human
stem cells have to be qualified as ,human embryos“ (36).
For example, for the purposes of the German Embryo Pro-
tection Act (Embryonenschutzgesetz)(37) of 1990 (38),
every totipotent cell taken from an embryo that has the
potential to develop into a human individual is conside-
red to be an embryo (39). However, notwithstanding
the differentiation between pluripotent and totipotent
stem cells, Art. 6 paragraph 2 lit. ¢) is not applicable to
any stem cells whatsoever. As recital 42 of the Directive
states, the exclusion contained in Art. 6 paragraph 2 lit.
©) does not affect inventions for therapeutic or diagnos-
tic purposes, which are applied to the human embryo
and are useful to it. Therefore, the Directive’s definition
of ,human embryo“ calls for the possibility of an indivi-
dual advantage (,useful to it“). As stem cells are usually
derived from cadaveric foetal tissue (40), there is no pos-
sibility of an individual advantage for the deceased emb-
ryo. In addition, single stem cells or even stem cells lines
are also unable to profit from therapeutic or diagnostic
developments: They are not intended to develop into a
human being and therefore fail to show an individual
interest. This leads to the result that embryonic stem
cells cannot be defined as ,human embryos® in the mea-
ning of Art. 6 paragraph 2 lit. ¢) of the Directive, even if
they are totipotent.

In its Opinion No. 16 of 7 May 2002, the European Group
on Ethics in Science and New technologies to the Euro-
pean Commission (EGE), which is an independent, multi-
disciplinary and pluralist instance that serves as an advi-
sor to the Commission, came to the same conclusion (41).
However, as the EGE deals with the question how ethical
values of European society can be taken into considera-
tion in the scientific and technological development pro-
moted by Community policies (42), its opinion presents
an ethical check up or suggestion and no legally binding
instrument. In light of the above analysis, it can be said
that the Directive does not pose any obstacle to the pa-
tentability of stem cell procedures.

V. Recent developments and conclusion

The question of patents on naturally occurring sub-
stances, especially on genes and other parts of the hu-
man body, stimulated the Dutch government to take a
complaint to the European Court of Justice aiming at the
rescission of the Directive. The plaintiff invoked various
grounds for the Directive’s annulment, inter alia, that the
Directive was contrary to the principle of subsidiarity,
infringed the principle of legal certainty, was incompati-
ble with international obligations, and led to conflicts
with fundamental rights. However, on 9 October 2001,
the Court dismissed the action in its entirety (43). Although
the decision puts the tardy Member States under pres-
sure to fulfil their obligations, i. €. to transform the Direc-
tive into national law, it can be taken for granted that it
will fail to bring discussions and disputes to an end. Ins-
tead, the antagonists of biotechnology patents will con-
tinue to deny the raison d'étre of so-called ,patents on
life“. However, the legal basis for patents on genes and
other parts of the human body is solid.
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Abstrakt

Spranger, T. M.: Patentovd ochrana postupov s kmefiovymi
bunkami v zikonodarstve Eurépskej Unie. [Patent Protection for
Stem Cell Procedures under the Law of the Europen Union.]
Med. Eth. Bioet., 10, 2003, No. 1-2, p. 3 - 7. Vyskum kmenovych
buniek vykazuje velmi vyznamny diagnosticky a terapueticky po-
tencial. Zda sa, Ze postupy zalozené na vyuziti kmenovych bu-
niek by mohli viest k novym moZnostiam lie¢by zivaznych
ochoreni, akymi st Parkinsonova alebo Alzheimerova choroba,
leukémia alebo diabetes. Ked'Ze Ziadna spolo¢nost alebo vynilezca
nebude riskovat stratu velkych vloZenych investicii bez adekvat-
nej pravnej ochrany mozného prinosu svojej price, zakony za-
bezpecujuce ochranu intelektudlneho vlastnictva maji zasadny
vyznam pre dal$i rozvoj technik vyuZivajicich kmefiové bunky.
Hoci medzinarodné patentové zikony poznaji ochranu objavov vy-
uzivajucich biologické substancie alebo Zivii hmotu uZ priblizne
160 rokov, patenty tykajice sa kmeflovych buniek, DNA alebo
inych casti [udského tela vyvolavaju Specifické namietky. Z vy-
lu¢ne pravneho hladiska vSak neexistuju Ziadne prekazky voci
patentom postupov vyuZivajucich kmenové bunky. Konkrétne,
¢lanok 6 Direktivy 98/44/EC Eurépskeho parlamentu a Rady Eu-
ropskej Unie zo 6. jula 1988 o privnej ochrane biotechnologic-
kych objavov, ktord kvalifikuje ako ‘nepatentovatelné’ tie ob-
javy, ktorych komercéné vyuZitie by bolo v protiklade k verejné-
mu poriadku a morilke, neblokuje patentovi ochranu vyskumu
kmeniovych buniek. Klticové slovd: kmenové bunky, patentova och-
rana, klonovanie ¢loveka, ochrana embrya, Eur6psky sudny dvor.
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DOSTOJNOST STARYCH LUDI
A ZDRAVOTNICKA STAROSTLIVOST
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Abstrakt

Stari I'udia tvoria prevaznu cast klientely vicsiny kli-
nickych odborov. Predstavuju velmi zranitelni skupinu
a v starobe su Casté situdcie, ktoré mozu mat negativny do-
pad na T'udsku dostojnost. Z viacerych aktualnych kon-
cepcii udskej dostojnosti je pre pomdahajice profesie
azda najvhodnejs$ia t4, ktora vychadza z prislusnosti jedin-
ca k ludskému rodu. DOleZité je nezamiefiat dostojnost
ako hodnotu a jej prezZivanie. Dostojnost je vychodiskom
pre poskytovanie adekvatnej starostlivosti ,neperspektiv-
nym“ pacientom a doleZitou sucastou starostlivosti o sta-
rych Tudi je umozZnit im preZivat ich vlastni dostojnost,
jej potvrdenie. Zlepsi sa tak kvalita starostlivosti bez dal-
Sieho zvySovania nikladov, ako i pristup persondlu stara-
jucich sa o starych Iudi k prici. Cielom prebiehajiceho
projektu Eurépskej tinie ,DOstojnost a starsi Eurépania“ je
poznat faktory ovplyviujice reSpektovanie dostojnosti
starych l'udi a ich preZivanie vlastnej dostojnosti.

KTicové slova: l'udska dostojnost, staroba, zdravotnic-
ka starostlivost.

Hoci starnutie nie je choroba, staroba je spojena s vys-
$im vyskytom chorob, a tak je starnutie populdcie spoje-
né so zvySenymi niarokmi na zdravotnicku a nisledne
i socialnu starostlivost. Rastiica technologizacia zdravot-

nickej starostlivosti a nedostatok zdrojov vytvaraji mnohé
etické problémy. Sticasne rastie doraz na dodrZiavanie ud-
skych prav vo vSetkych oblastiach Zivota.

Jednou zo zakladnych podmienok dodrziavania l'ud-
skych prav je reSpektovanie I'udskej dostojnosti. Rada Eu-
ropy prijala v roku 1997 Dohovor o ochrane ludskych prav
a dostojnosti cloveka v suvislosti s aplikiciou biologie
a mediciny (1). Ludska dostojnost je jednou z ustrednych
tém europskej kultary vychddzajicej z antickych a Zidov-
sko-krestanskych tradicii. Vyznam pojmu l'udskej dostoj-
nosti dokazuje i skuto¢nost, Ze vicSina tistav ma v pream-
bule zmienku o 'udskej dostojnosti a na I'udska dostoj-
nost sa odvolava aj Vseobecna deklardcia Iudskych prav Or-
ganizicie spojenych niarodov. Napriek tomu mame i v od-
bornej literatire viacero sprav o tom, Ze existuju Specific-
ké problémy s reSpektovanim ludskej dostojnosti u sta-
rych Tudi (2, 3).

Pri praci s pojmom ,ludska dostojnost” je zavaznym
problémom, Ze jeho chipanie je vel'mi Siroké. DOstojnost
bola dokonca oznac¢end ako vel'mi elasticky resp. zna¢ne
neurdity, az vigny pojem (4).

Najcastejsie sa rozliSuja tieto 4 zakladné pristupy k
chidpaniu a reSpektovaniu [udskej dostojnosti (5):

1. dostojnost zaloZend na poznani a reSpektovani hod-
noty ¢loveka ako takého (Menschenwurde),

2. dostojnost cloveka zaloZena na jeho socidlnom statuse,

3. dostojnost zaloZena na moralnych postojoch,

4. dostojnost zaloZend na zasluhdch daného cloveka.

Pre ,pomahajice profesie“ (medicina, oSetrovatelstvo, psy-
chologia, socidlna praca apod.) je rozhodujuice, aky koncept
Tudskej dostojnosti sa v praxi pouZije. Pre ucely tychto pro-
fesii je azda najvhodnej$ia koncepcia zaloZend na chapani
a reSpektovani hodnoty ¢loveka ako takého (Menschen-
wurde). Relevantna je i dostojnost zaloZena na zasluhach.

Podl'a Nordenfelta pojem ,hodnoty ¢loveka“ (Menschen-
wurde) suvisi s 3 [udskymi vlastnostami (5): 1. schopnos-
tou rozmyslat, 2. mozZnostou sa slobodne rozhodovat, 3. au-
tonémiou (moznostou nezavislého ovplyviiovania behu
veci, ktoré sa cloveka tykaji). Podl'a Kanta je autonomia
zakladom Tudskej dostojnosti (6).

V starobe st vSak vel'mi casté stavy, ktoré vedu ku stra-
te autonOmie a rastu zavislosti ¢loveka na inych (demen-
cia, stavy po cievnych prihodach apod.). Situaciu starého clo-
veka zhorSuju i dalsie faktory, ktoré mozu negativne ov-
plyviiovat subjektivne preZivanie dostojnosti - ako st napr.
telesnd a dusSevna integrita a miesto ¢loveka v spolo¢nosti.
Chory je neraz konfrontovany s meniacou sa vlastnou i-
dentitou (7). Extrémnym pripadom straty vSetkych spo-
minanych atributov je smrt ¢loveka. Uvedomovanie si stra-
ty autonomie niekedy vedie ku strate sebaticty a ticty k vlast-
nému Zivotu, ¢o moze viest k izolacii a k iuvaham o sui-
cidiu resp. eutanazii (8).

Proces liecenia resp. starostlivosti o starych I'udi je pro-
cesom, v ktorom persondl aktivne presadzuje svoju auto-
nomiu, aby dosiahol zlepSenie resp. udrZanie ¢o najlep-
Sieho zdravotného stavu pacienta. Toto konanie, zamera-
né v dobrej viere v zdujme pacienta, moze niekedy prist
do konfliktu s predstavami pacientov, ktori mézu mat po-
cit, Ze dochidza k obmedzovaniu ich autonémie a v ko-
ne¢nom dosledku aj k naruSovaniu ich dostojnosti. RieSe-
niu tohto konfliktu méZe napomoOct lepsia informovanost
pacienta a vytvorenie partnerského vztahu medzi pacien-
tom a lekarom, ako aj medzi pacientom a inymi pracov-
nikmi, ktori sa podielaju na zdravotnej a socidlnej starost-
livosti (9, 10).

Vo vy$Som veku su casté situdcie, ktoré pacientovi
znemoznuju vyjadrit svoju volu ako prejav jeho vlastne;j
autonomie. Tento problém ciasto¢ne rieSi moZnost pa-
cienta ,rozhodnut dopredu“ o sposobe starostlivosti, kto-
ra si bude Zelat, resp. ktord by odmietol v pripade, ked ne-
bude moct o sebe priamo rozhodovat (11).

Koncepcia I'udskej dostojnosti zaloZzend na hodnote
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Cloveka danej urcitymi atribttmi (vlastnostami) (Menschen-
wurde) ma vSak urcité nedostatky. Ak by sa aplikovala do
dosledkov, potom T'udia v bezvedomi alebo pocas anesté-
zy by stracali svoju dostojnost a mentilne retardovani je-
dinci by ju nikdy nedosiahli. Tato koncepcia neriesi ani
problém dostojnosti mftveho Iudského tela.

RieSenim tohto problému je priznanie ‘vrodenej’ Iud-
skej dostojnosti kazdému cloveku ako ‘prislusnikovi Iud-
ského rodu’ alebo ‘bytosti stvorenej na obraz BoZi’ (imago
Dei)(5). Tento princip sa uvadza i vo Vseobecnej deklaracit
Tudskych prav (,Vsetci l'udia sa rodia slobodni a rovni v dos-
tojnosti a I'udskych pravach...). Uznanie a reSpektovanie
dostojnosti kazdého jedinca, vychadzajicej z jeho pri-
slusnosti k l'udskému rodu (12), znamena, Ze si za kazdych
okolnosti - bez ohladu na svoj mentalny alebo zdravotny stav
- kazdy zasluhuje dostojné a primerané zaobchddzanie.
To ma hlboky dopad na kaZdodennt starostlivost o sta-
rych, chorych, fyzicky alebo duSevne postihnutych (13).

Dalsim problémom je nie celkom adekvitne pouZiva-
nie terminu ,dostojnost* v medicinskych textoch, v bez-
nom odbornom vyjadrovani. Namiesto terminu dostoj-
nost by sa Casto lepsie hodili iné vyrazy - ako napr. ,ade-
kvitne“, ,dobre* s tictou* apod. (14)

Osobitne zavaznym problémom je zimena pojmu lud-
skej dostojnosti, jej bezpodmienecného reSpektovania u
daného cloveka, a mozZnosti - ¢i pocitu jej preZivania zo
strany tohoto ¢loveka. DOstojnost je hodnota, ktoru ¢lo-
vek subjektivne preZiva. Niektori autori, ktori tieto dve
skutocnosti presne nerozliSujud, prisli dokonca k zaveru,
Ze I'udska dostojnost sa straca pri extrémnej chorobe a utr-
peni (15). Naopak, napr. Munzarova (16) vo svojom vy-
skume zistila, Ze Studenti mediciny sa domnievaju, Ze cho-
roba, bolest ani umieranie nenarusSuju Iudskt dostojnost
daného cloveka (pacienta).

Krestanstvo, ktoré je v naSich podmienkach stile sil-
nym kultirnym a moralnym faktorom, tu argumentuje aj
‘hodnotou I'udského utrpenia’ pricom sa odvolava na utrpe-
nie Krista. DOstojnost, zaloZzend na hodnote ¢loveka vy-
chadzajucej z jeho prislusnosti k l'udskému rodu (pripad-
ne zo skutocnosti, Ze ,Clovek je dietatom BoZim®), je zi-
kladom humdnneho pristupu a poskytovania primeranej
starostlivosti aj tzv. ,neperspektivnym pacientom®. Dole-
Zitou sucastou tejto celostnej (holistickej) starostlivosti je
umoznit chorym a starym ludom uvedomit si a preZit ich
vlastni dostojnost.

Dalsim typom dostojnosti, ktord ma vztah k starostlivos-
ti o starych I'udi, je dostojnost ziskana zasluhami (napr.
vychovou deti). Vytvira predpoklady pre urciti satisfak-
ciu. Kriza sucasnej rodiny a realita beZného Zivota mlade;j
a strednej generdcie vedie u starych l'udi k zazitku a pre-
Zivaniu pocitu nevda¢nosti. Doplicanie za lieky a nedos-
tatky zdravotnej starostlivosti vyvolavaju pocit nespra-
vodlivosti, pretoZe sucasni dochodcovia ,si cely Zivot pla-
tili a ‘nekonzumovali’ zdravotnu starostlivost - a ked ju
potrebuju, nedostava sa im podla ich predstav.”

Stari I'udia st v podmienkach zdravotnej starostlivosti
osobitne zranitel'ni (17). To viedlo ku vzniku vyskum-
ného projektu Eur6opskej komisie ,Dostojnost a Starsi Eu-
ropania“ [Dignity and Older Europeans]. Prebieha od za-
Ciatku roku 2002 v 6 krajinach Eur6py (Velka Britdnia, Svéd-
sko, Francuzsko, Irsko, Spanielsko a Slovensko). Jeho cie-
Iom je identifikacia faktorov, ktoré ovplyviiuju dostoj-
nost starych l'udi a jej preZivanie, aby bolo moZné vypra-
covat odporucania na zlepSenie starostlivosti o seniorov.
Blizsie informacie moZno ndjst na internetovej adrese
www.uwcm.ac.uk/study/medicine/geriatric_medicine/in
ternational_ research/dignity/index.

Viaceré prace preukdazali prakticky dopad urcitého cha-
pania a preZivania pojmu l'udskej dostojnosti na konkrét-
nu starostlivost o starych I'udi. ReSpektovanie ich dostoj-
nosti vyrazne ovplyviiuje vysledny efekt zdravotnej sta-
rostlivosti (18). Akceptovanie Tudskej dostojnosti pacien-

tov zvySuje spokojnost personilu so svojou pracou a zlep-
Suje poskytovanu starostlivost, a to bez zvySovania jej
nédkladov. NavySe persondl, ktory respektoval dostojnost
starych l'udi, ma kladnejsi vztah k svojej praci (19). Vysled-
ky studie zo Svédska ukazali, Ze program zamerany na
zdoraznovanie I'udskej dostojnosti zmenil nahl'ad Studen-
tov oSetrovatelstva a ich pristup k dementnym pacien-
tom. Pod vplyvom programu prestali chapat skupinu
pacientov ako anonymnu homogénnu masu a zacali ich
rozliSovat ako jedine¢né lI'udské bytosti (20). Vyznamné
je i zistenie Molloya a spol. (21), ktori zistili, Ze reSpekto-
vanie rozhodnutia obyvatelov domov dochodcov o lie¢-
be (neslo o eutanaziu !!) zniZilo ndklady na starostlivost
o termindlne chorych, pricom neprislo k zvySeniu celko-
vej mortality.

Doraz na reSpektovanie I'udskej dostojnosti zvere-
nych os6b je podmienkou uplatnenia a ochrany I'udskych
prav v praxi sucasnej mediciny a zdravotnictva. Vedie ku
skvalitneniu poskytovanej starostlivosti najmd u tazko
chorych a nevladnych pacientov, ktorych vicSinu dnes tvo-
ria stari [udia, a to bez zvySovania potrebnych nakladov.
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Abstract

Kraj¢ik, S.: Dignity of the Elderly and the Health Care.
[Dostojnost starych Iudi a zdravotnicka starostlivost.] Med. Eth.
Bioet., 10, 2003, No. 1 - 2, p. 7 - 9. Elderly people are the most
numerous group of patients. They are vulnerable and there are
many situations that can harm human dignity in the old age.
There are several concepts of human dignity present in the con-
temporary bioethics debate. The most im-portant of them for
the caring and helping professions is the concept of human dig-
nity, which is based on the individual’s belonging to the human
race. It is important to distiguish between the human dignity as
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a value, and its perception by the older people. Respect for
human dignity forms a basis for offering an adequate care to
,perspective-less“ patients. The holistic care must enable
patients to percieve their own dignity. Respect for the human
dignity improves the quality of care and overall aproach of the
personnel who takes care for the elderly people, without
increasing the costs of the care. The current project of the
European Union ,Dignity and Older Europeans® aimes to learn
more about the factors that influence respecting of the human
dignity and its perception by the elderly people. Key words:
human dignity, old age, health care.
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ADDITIONAL PROTOCOL

TO THE CONVENTION ON HUMAN RIGHTS
AND BIOMEDICINE, ON TRANSPLANTATION
OF ORGANS AND TISSUES

OF HUMAN ORIGIN

European Treaty Series - No. 186
Strasbourg, 24. 1. 2002

Preamble

The member States of the Council of Europe, the other
States and the European Community signatories to this Addi-
tional Protocol to the Convention for the Protection of Hu-
man Rights and Dignity of the Human Being with regard to
the Application of Biology and Medicine (hereinafter refer-
red to as ,Convention on Human Rights and Biomedicine®),

Considering that the aim of the Council of Europe is
the achievement of greater unity between its members
and that one of the methods by which this aim is pursued
is the maintenance and further realisation of human rights
and fundamental freedoms;

Considering that the aim of the Convention on Hu-
man Rights and Biomedicine, as defined in Article 1, is to
protect the dignity and identity of all human beings and
guarantee everyone, without discrimination, respect for
their integrity and other rights and fundamental freedoms
with regard to the application of biology and medicine;

Considering that progress in medical science, in parti-
cular in the field of organ and tissue transplantation, con-
tributes to saving lives or greatly improving their quality;

Considering that transplantation of organs and tissues
is an established part of the health services offered to the
population;

Considering that, in view of the shortage of organs
and tissues, appropriate action should be taken to increase
organ and tissue donation, in particular by informing the
public of the importance of organ and tissue transplantation
and by promoting European co-operation in this field,;

Considering moreover the ethical, psychological and
socio-cultural problems inherent in the transplantation
of organs and tissues;

Considering that the misuse of organ and tissue trans-
plantation may lead to acts endangering human life, well
being or dignity;

Considering that organ and tissue transplantation should
take place under conditions protecting the rights and
freedoms of donors, potential donors and recipients of or-
gans and tissues and that institutions must be instrumen-
tal in ensuring such conditions;

Recognising that, in facilitating the transplantation of
organs and tissues in the interest of patients in Europe,
there is a need to protect individual rights and freedoms and
to prevent the commercialisation of parts of the human
body involved in organ and tissue procurement, exchan-
ge and allocation activities;

Taking into account previous work of the Committee
of Ministers and the Parliamentary Assembly of the Coun-
cil of Europe in this field;

Resolving to take such measures as are necessary to
safeguard human dignity and the rights and fundamental
freedoms of the individual with regard to organ and tis-
sue transplantation,

Have agreed as follows:

Chapter I - Object and scope

Article 1 - Object

Parties to this Protocol shall protect the dignity and iden-
tity of everyone and guarantee, without discrimination,
respect for his or her integrity and other rights and funda-
mental freedoms with regard to transplantation of organs
and tissues of human origin.

Article 2 - Scope and definitions

1. This Protocol applies to the transplantation of or-
gans and tissues of human origin carried out for thera-
peutic purposes.

2. The provisions of this Protocol applicable to tissues
shall apply also to cells, including haematopoietic stem
cells.

3. The Protocol does not apply:

a) to reproductive organs and tissue;

b) to embryonic or foetal organs and tissues;

¢) to blood and blood derivatives.

4. For the purposes of this Protocol:

- the term ,transplantation“ covers the complete pro-
cess of removal of an organ or tissue from one person
and implantation of that organ or tissue into another person,
including all procedures for preparation, preservation and
storage;

- subject to the provisions of Article 20, the term ,re-
moval“ refers to removal for the purposes of implantation.

Chapter II - General provisions

Article 3 - Transplantation system
Parties shall guarantee that a system exists to provide equi-
table access to transplantation services for patients.

Subject to the provisions of Chapter III, organs and, whe-
re appropriate, tissues shall be allocated only among pa-
tients on an official waiting list, in conformity with trans-
parent, objective and duly justified rules according to
medical criteria. The persons or bodies responsible for
the allocation decision shall be designated within this
framework.

In case of international organ exchange arrangements,
the procedures must also ensure justified, effective distribu-
tion across the participating countries in a manner that takes
into account the solidarity principle within each country.

The transplantation system shall ensure the collection
and recording of the information required to ensure tra-
ceability of organs and tissues.

Article 4 - Professional standards

Any intervention in the field of organ or tissue transplan-
tation must be carried out in accordance with relevant pro-
fessional obligations and standards.

Article 5 - Information for the recipient
The recipient and, where appropriate, the person or bo-
dy providing authorisation for the implantation shall
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beforehand be given appropriate information as to the
purpose and nature of the implantation, its consequen-
ces and risks, as well as on the alternatives to the inter-
vention.

Article 6 - Health and safety

All professionals involved in organ or tissue transplanta-
tion shall take all reasonable measures to minimise the
risks of transmission of any disease to the recipient and
to avoid any action which might affect the suitability of
an organ or tissue for implantation.

Article 7 - Medical follow-up
Appropriate medical follow-up shall be offered to living
donors and recipients after transplantation.

Article 8 - Information for health professionals

and the public

Parties shall provide information for health professio-
nals and for the public in general on the need for organs
and tissues. They shall also provide information on the
conditions relating to removal and implantation of or-
gans and tissues, including matters relating to consent or
authorisation, in particular with regard to removal from
deceased persons.

Chapter III - Organ and tissue removal
from living persons

Article 9 - General rule

Removal of organs or tissue from a living person may be
carried out solely for the therapeutic benefit of the re-
cipient and where there is no suitable organ or tissue
available from a deceased person and no other alterna-
tive therapeutic method of comparable effectiveness.

Article 10 - Potential organ donors

Organ removal from a living donor may be carried out
for the benefit of a recipient with whom the donor has a
close personal relationship as defined by law, or, in the
absence of such relationship, only under the conditions
defined by law and with the approval of an appropriate
independent body.

Article 11 - Evaluation of risks for the donor
Before organ or tissue removal, appropriate medical in-
vestigations and interventions shall be carried out to eva-
luate and reduce physical and psychological risks to the
health of the donor.

The removal may not be carried out if there is a seri-
ous risk to the life or health of the donor.

Article 12 - Information for the donor

The donor and, where appropriate, the person or body
providing authorisation according to Article 14, para-
graph 2, of this Protocol, shall beforehand be given appro-
priate information as to the purpose and nature of the
removal as well as on its consequences and risks.

They shall also be informed of the rights and the safe-
guards prescribed by law for the protection of the donor.
In particular, they shall be informed of the right to have
access to independent advice about such risks by a health
professional having appropriate experience and who is
not involved in the organ or tissue removal or subsequent
transplantation procedures.

Article 13 - Consent of the living donor

Subject to Articles 14 and 15 of this Protocol, an organ or
tissue may be removed from a living donor only after the per-
son concerned has given free, informed and specific con-
sent to it either in written form or before an official body.

The person concerned may freely withdraw consent
at any time.

Article 14 - Protection of persons not able to consent
to organ or tissue removal

1. No organ or tissue removal may be carried out on a
person who does not have the capacity to consent under
Article 13 of this Protocol.

2. Exceptionally, and under the protective conditions
prescribed by law, the removal of regenerative tissue from
a person who does not have the capacity to consent may
be authorised provided the following conditions are met:

i. there is no compatible donor available who has the
capacity to consent;

ii. the recipient is a brother or sister of the donor;

iii. the donation has the potential to be life-saving for
the recipient;

iv. the authorisation of his or her representative or an
authority or a person or body provided for by law has
been given specifically and in writing and with the appro-
val of the competent body;

v. the potential donor concerned does not object.

Article 15 - Cell removal from a living donor
The law may provide that the provisions of Article 14, pa-
ragraph 2, indents ii and iii, shall not apply to cells insofar
as it is established that their removal only implies mini-
mal risk and minimal burden for the donor.

Chapter IV - Organ and tissue removal
from deceased persons

Article 16 - Certification of death
Organs or tissues shall not be removed from the body of
a deceased person unless that person has been certified
dead in accordance with the law.

The doctors certifying the death of a person shall not
be the same doctors who participate directly in removal
of organs or tissues from the deceased person, or subse-
quent transplantation procedures, or having responsibili-
ties for the care of potential organ or tissue recipients.

Article 17 - Consent and authorisation
Organs or tissues shall not be removed from the body of
a deceased person unless consent or authorisation re-
quired by law has been obtained.

The removal shall not be carried out if the deceased
person had objected to it.

Article 18 - Respect for the human body

During removal the human body must be treated with res-
pect and all reasonable measures shall be taken to res-
tore the appearance of the corpse.

Article 19 - Promotion of donation
Parties shall take all appropriate measures to promote the
donation of organs and tissues.

Chapter V - Implantation of an organ or tissue
removed for a purpose other than donation
for implantation

Article 20 - Implantation of an organ or tissue removed
for a purpose other than donation for implantation

1. When an organ or tissue is removed from a person
for a purpose other than donation for implantation, it
may only be implanted if the consequences and possible
risks have been explained to that person and his or her
informed consent, or appropriate authorisation in the
case of a person not able to consent, has been obtained.
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2. All the provisions of this Protocol apply to the situa-
tions referred to in paragraph 1, except for those in Chap-
ter IIT and IV.

Chapter VI - Prohibition of financial gain

Article 21 - Prohibition of financial gain

1. The human body and its parts shall not, as such, gi-
ve rise to financial gain or comparable advantage.

The aforementioned provision shall not prevent pay-
ments which do not constitute a financial gain or a com-
parable advantage, in particular:

- compensation of living donors for loss of earnings
and any other justifiable expenses caused by the removal
or by the related medical examinations;

- payment of a justifiable fee for legitimate medical
or related technical services rendered in connection with
transplantation;

- compensation in case of undue damage resulting from
the removal of organs or tissues from living persons.

2. Advertising the need for, or availability of, organs
or tissues, with a view to offering or seeking financial
gain or comparable advantage, shall be prohibited.

Article 22 - Prohibition of organ and tissue trafficking
Organ and tissue trafficking shall be prohibited.

Chapter VII - Confidentiality

Article 23 - Confidentiality

1. All personal data relating to the person from whom
or-gans or tissues have been removed and those relating
to the recipient shall be considered to be confidential.
Such data may only be collected, processed and commu-
nicated according to the rules relating to professional
confidentiality and personal data protection.

2. The provisions of paragraph 1 shall be interpreted
without prejudice to the provisions making possible, sub-
ject to appropriate safeguards, the collection, processing
and communication of the necessary information about
the person from whom organs or tissues have been re-
moved or the recipient(s) of organs and tissues in so far
as this is required for medical purposes, including trace-
ability, as provided for in Article 3 of this Protocol.

Chapter VIII - Infringements of the provisions
of the Protocol

Article 24 - Infringements of rights or principles

Parties shall provide appropriate judicial protection to pre-
vent or to put a stop to an unlawful infringement of the
rights and principles set forth in this Protocol at short
notice.

Article 25 - Compensation for undue damage

The person who has suffered undue damage resulting from
transplantation procedures is entitled to fair compensa-
tion according to the conditions and procedures prescri-
bed by law.

Article 26 - Sanctions

Parties shall provide for appropriate sanctions to be ap-
plied in the event of infringement of the provisions con-
tained in this Protocol.

Chapter IX - Co-operation between Parties

Article 27 - Co-operation between Parties
Parties shall take appropriate measures to ensure that there
is efficient co-operation between them on organ and tissue

transplantation, inter alia through information exchange.

In particular, they shall undertake appropriate mea-
sures to facilitate the rapid and safe transportation of
organs and tissues to and from their territory.

Chapter X - Relation between this Protocol
and the Convention, and re-examination
of the Protocol

Article 28 - Relation between this Protocol

and the Convention

As between the Parties, the provisions of Articles 1 to 27 of
this Protocol shall be regarded as additional articles to the
Convention on Human Rights and Biomedicine, and all
the provisions of that Convention shall apply accordingly.

Article 29 - Re-examination of the Protocol

In order to monitor scientific developments, the present
Protocol shall be examined within the Committee re-fer-
red to in Article 32 of the Convention on Human Rights
and Biomedicine no later than five years from the entry
into force of this Protocol and thereafter at such intervals
as the Committee may determine.

Chapter XI - Final clauses

Article 30 - Signature and ratification

This Protocol shall be open for signature by Signatories
to the Convention. It is subject to ratification, acceptance
or approval. A Signatory may not ratify, accept or approve
this Protocol unless it has previously or simultaneously ra-
tified, accepted or approved the Convention. Instruments of
ratification, acceptance or approval shall be deposited with
the Secretary General of the Council of Europe.

Article 31 - Entry into force

1. This Protocol shall enter into force on the first day of
the month following the expiration of a period of three
months after the date on which five States, including at
least four member States of the Council of Europe, have
expressed their consent to be bound by the Protocol in
accordance with the provisions of Article 30.

2. In respect of any Signatory which subsequently
expresses its consent to be bound by it, the Protocol
shall enter into force on the first day of the month fol-
lowing the expiration of a period of three months after
the date of the deposit of the instrument of ratification,
acceptance or approval.

Article 32 - Accession

1. After the entry into force of this Protocol, any State
which has acceded to the Convention may also accede to
this Protocol.

2. Accession shall be effected by the deposit with the
Secretary General of the Council of Europe of an instru-
ment of accession which shall take effect on the first day
of the month following the expiration of a period of
three months after the date of its deposit.

Article 33 - Denunciation

1. Any Party may at any time denounce this Protocol by
means of a notification addressed to the Secretary Gene-
ral of the Council of Europe.

2. Such denunciation shall become effective on the
first day of the month following the expiration of a peri-
od of three months after the date of receipt of such noti-
fication by the Secretary General.

Article 34 - Notification
The Secretary General of the Council of Europe shall noti-
fy the member States of the Council of Europe, the European
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Community, any Signatory, any Party and any other State
which has been invited to accede to the Convention of:

a. any signature;

b. the deposit of any instrument of ratification, accep-
tance, approval or accession;

c. any date of entry into force of this Protocol in accor-
dance with Articles 31 and 32;

d. any other act, notification or communication relat-
ing to this Protocol.

In witness whereof the undersigned, being duly autho-
rised thereto, have signed this Protocol.

Done at Strasbourg, this 24th day of January 2002, in
English and in French, both texts being equally authentic,
in a single copy which shall be deposited in the archives
of the Council of Europe. The Secretary General of the
Council of Europe shall transmit certified copies to each
member State of the Council of Europe, to the non-mem-
ber States which have participated in the elaboration of
this Protocol, to any State invited to accede to the Con-
vention and to the European Community.

Editorial Note

Text of the Protocol taken from the web page of the Council of Europe:
http://conventions.coe.int/Treaty/en/Treaties/html/186.htm, the Expla-
natory report to the Protocol can be found at http://conventions.coe.int-
/Treaty/en/Reports/html/186.htm

ETHICS AND BIOMEDICAL RESEARCH

Pontifical Academy for Life*

1. The Ninth General Assembly of the Pontifical Aca-
demy for Life took place at the Vatican from February 24-
26, 2003. This year it was dedicated to a crucial theme
that has a strong social impact, ,The Ethics of Biomedical
Research For a Christian Perspective.”

It is evident that, especially in the recent decades, bio-
medicine has developed in an extraordinary way, helped
by the enormous progress in technology and computer
science that have vastly extended the possibilities for
experimentation on living beings and, especially on the
human being. There have been tremendous breakthroughs,
for example, in the fields of genetics, molecular biology,
as well as in transplants and the neurological sciences.

Today more than ever, among the factors that con-
tributed to this development, certainly biomedical re-
search has been instrumental in the progress of know-
ledge in this sector of medicine, as the Holy Father him-
self recently pointed out: It is a recognized fact that im-
provements in the medical treatment of disease primarily
depend on progress in research® (John Paul II, Address to
participants in the Ninth General Assembly of the Ponti-
fical Academy for Life, February 24, 2003, n. 2; ORE, 5
March 2003, p. 4).

2. In the present setting, every new discovery in bio-
medicine seems destined to produce a ,cascade“ effect,
opening up many new prospects and possibilities for the
diagnosis and treatment of numerous pathologies that
are still incurable.

*At the end of its 9 General Assembly, the Pontifical Council for Life
issued the following concluding statement on the ,Ethics of Biomedical
Research For a Christian Vision.“ The council, held in the Vatican from
February 24-26, highlighted general ethical features that biomedicine has
to take into account if it is to serve the human person. The English trans-
Iation taken from the web page www.zenit.org, document No. ZE03032320.

Obviously, the acquisition of a growing technical pos-
sibility of intervention on human beings, on other living
beings and on the environment, and the attainment of
ever more decisive and permanent effects, obviously
demands that scientists and society as a whole assume an
ever greater responsibility in proportion to the power of in-
tervention. It follows that the experimental sciences, and
biomedicine itself, as ,instruments“ in human hands, are
not complete in themselves, but must be directed to de-
fined ends and put in dialogue with the world of values.

3. The primary agent of this continuous process of
»ethical orientation“ is, unmistakably, the human person.
Indivisible unity of body and soul, the human being is
characterized by his capacity to choose in freedom and
responsibility the goal of his own actions and the means
to achieve it. His burning desire to seek the truth, that
belongs to his nature and his specific vocation, finds an
indispensable help in the Truth itself, God, who comes to
meet the needs of the human being and reveals to him
his Face through creation, and more directly, through Re-
velation. Thus God favors and supports the efforts of hu-
man reason, and enables the human being to recognize
so many ,seeds of truth“ present in reality, and finally, to
enter into communion with the Truth itself which He is.

In principle, therefore, there are no ethical limits to
the knowledge of the truth, that is, there are no ,barriers®
beyond which the human person is forbidden to apply
his cognitive energy: the Holy Father has wisely defined
the human being as ,the one who seeks the truth“ (Fides
et ratio, n. 28); but, on the other hand, precise ethical
limits are set out for the manner the human being in
search of the truth should act, since ,what is technically
possible is not for that very reason morally admissible“
(Congregation for the Doctrine of the Truth, Donum Vi-
tae, n. 4). It is therefore the ethical dimension of the hu-
man person, which he applies concretely though the judg-
ments of his moral conscience, that connotes the existen-
tial goodness of his life.

4. In the commitment to research and to recognize
the objective truth in every creature, a particularly im-
portant role falls to scientists in the area of biomedicine,
who are called to work for the well-being and health of
human beings, the ultimate aim of every research activity
in this field must be the integral good of man. The means
it uses his right to life, it must fully respect every person’s
inalienable dignity as a person, and his substantial physi-
cal integrity.

Against any false accusation or misunderstanding, let us
repeat in communijon with the Pope, John Paul II, that:
»The Church respects and supports scientific research when
it has a genuinely human orientation, avoiding any form
of instrumentalization or destruction of the human being
and keeping itself free from the slavery of political and
economic interests“ (Address to participants in the Ninth
General Assembly of the Pontifical Academy for Life, Feb-
ruary 24, 2003, n. 4; ORE, 5 March 2003, p. 4).

In this perspective, one must express the greatest pos-
sible gratitude to the thousands of doctors and researchers
of the whole world who, generously and with great pro-
fessionalism, dedicate their energies every day to the ser-
vice of the suffering and the treatment of pathologies.
Further, the Pope recalled that: ,all, believers and non-
believers, acknowledge and express sincere support for
these efforts in biomedical science that are not only de-
signed to familiarize us with the marvels of the human
body, but also to encourage worthy standards of health
and life for the peoples of our planet” (ibid., n. 2).

5. For the reasons already mentioned, one can and
must speak of an ,ethic of biomedical research that, in
fact, has been increasingly developed and expressed in
the last 30 years. Christian thought too has been able to
make its important contribution to this development, brin-
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ging to the fore certain new problems in the light of its
original anthropological vision. Historically, at least two
themes can be cited as an example of the ethical attention
the Christian community pays to the world of biomedical
research: the call for respect for the person when he/she
is the subject of research, especially in the case of experimen-
tation that is not directly therapeutic; the emphasis on the
close bond between science, society and the individual,
which is at stake in the entire process of research.

6. Thus, in elaborating an itinerary for biomedical
research that will respect the true good of the human
person, it is necessary for the synergy of the different dis-
ciplines concerned to converge through an integrative
methodology, that will take into account the complex
constitutive unity of the human being. To this end, the
proposal of the so-called ,triangular method“ seems to be
appropriate. It is divided into three stages: the exposition
of the biomedical data; the examination of the conse-
quences for the human person and the discernment of
the values this factor brings to the fore; the elaboration
of the ethical norms that can guide the work of those
who are involved in a given situation, in accord with the
meanings and values that were previously identified.

7. Another theme of great importance in the context
of biomedical research is certainly that of therapeutic
and non-therapeutic experimentation, considered from the
perspective of its application to the human being. It in-
volves many problematic aspects, both of a scientific and
ethical nature. It is indispensable, for example, to de-
mand a high professional standard from the researchers
involved in the experimental project, and to adopt a metho-
dology that is rigorous in determining and applying pro-
cedural criteria. Moreover, It is also ethically necessary
that the person conducting the experiment, with his col-
laborators, maintain total personal and professional inde-
pendence with regard to possible interests (financial,
ideological, political, etc.) unrelated to the goal of the re-
search, for the good of the subjects involved and the ge-
nuine progress of humanity.

8. Besides, we want to reaffirm the need to do suffi-
cient experimentation on animals prior to the clinical
experimental phase (the application on human beings)
that will enable researchers to acquire advanced know-
ledge of the possible harm and risks that this experimen-
tation could have in order to guarantee the safety of the
human subjects involved. Naturally, experimentation on
animals also has to be carried out with the observance of
precise ethical norms to safeguard, as far as possible, the
well-being of the specimens used.

9. Special attention must also be paid to the treatment
of human subjects who undergo research who are espe-
cially ,vulnerable“ because of their state of life, as the
example of human embryos clearly illustrates. Because of
the delicate stage of their development, possible experi-
mentation on them in the light of current technological
advances would involve a very high - and therefore ethical-
ly unacceptable - risk of causing them irreversible dama-
ge and even death.

The attitude some adopt concerning the legitimacy of
sacrificing the (physical and genetic) integrity of human
beings at the embryonic stage in order to destroy them, if
necessary, in order to benefit other human individuals is
likewise totally unacceptable. It is never morally licit to
do evil intentionally in order to achieve ends that are
good in themselves.

Moreover, it should be borne in mind that, although the
human individual at the embryonic stage deserves the
full respect that is due to every human person, human
embryos are certainly not subjects who can give their
personal consent to experimentation that exposes them
to grave risks without the benefit of any directly thera-
peutic effect for themselves. Therefore, any experimenta-

tion on the human embryo that does not have the goal of
obtaining direct benefits for his/her own health, cannot
be considered morally licit.

10. The current process of progressive globalization
that involves the whole planet and whose consequences
do not always seem to be positive, impels us to reflect on
biomedical research under the heading of its social, politi-
cal and economic implications.

Given the growing limitation of the resources that are
available for the development of biomedical research, it
is in fact necessary to pay great attention to achieving a
just distribution between the different countries, taking
into account the living conditions in the various parts of
the world and the emergence of the primary needs of the
poorest and most harshly tried peoples. That means that
all should be guaranteed the conditions and minimal
means so that they can enjoy the benefits deriving from
research, and develop and support an endogenous capaci-
ty for research.

11. At the legislative level, once again, we express the
hope and the recommendation that an international le-
gislation with a unified content can be arrived at, based on
the values inscribed in the nature of the human person.
In this way, one could overcome the actual disparities
which frequently make possible the abuse and exploita-
tion of the individual as well as of entire peoples.

12. Finally, recognizing the enormous influence of
the mass media in the formation of public opinion and
the important role they play in inspiring in the broader
public, expectations and desires that are more or less
well-founded, it appears ever more necessary that those
engaged in the sector, who choose to be concerned with
the biomedical sector and with bioethics, should be pro-
perly trained, both in the scientific and the ethical fields,
to be able to communicate the facts in simple, and con-
cise language without confusion or misrepresentation.

13. To conclude, the Pontifical Academy for Life, with
great enthusiasm and a deep sense of responsibility, de-
sires to renew its commitment and dedication to the
cause of life, in sincere and respectful collaboration with
all who are involved in the field of biomedical research,
as the Pope himself said in his recent address to the Pon-
tifical Academy for Life: ,In the area of biomedical re-
search, the Academy for Life can therefore be a point of
reference and enlightenment, not only for Catholic re-
searchers, but also for all who desire to work in this sec-
tor of biomedicine for the true good of every human being*“
(ibid., n. 3). The Academy’s principal task continues to be
to make available to the Church, to society at every level,
and, especially, to the scientific community, its own ,sta-
tutory“ service of study, formation and information, in the
attempt to identify and to point out to the whole of socie-
ty the values rooted in the dignity of the human person
that are indispensable if we aspire to the true good of
every person and of the whole person, with the goal of
deducing from them the ethical directives that can guide
those involved in this field in their daily endeavor.

O KNIHACH / BOOK REVIEWS

ETHICS OF HUMAN GENETICS
CHALLENGES OF THE (POST) GENOMIC ERA

Glasa, J. (Ed.), Charis - IMEB Fdn., Bratislava,
2002, 228 pgs, ISBN 80-88743-51-6

The timely and well-edited volume comprises an inte-
resting selection of the ,hot topical issues“ of the contempo-
rary human genetics research and its applications in medi-
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cine and health care. The collection of papers and essays con-
tained in the book is the result of an international bioethics
conference, which has taken place in Bratislava in October
2002. The meeting entitled ,Ethics of Human Genetics: Chal-
lenges of the (Post) Genomic Era“ (the same title has been gi-
ven to the book) was cosponsored by the Council of Europe
(CoE; within the DEBRA Program), European Commission (EC;
Directorate General for Research), Ministry of Health of the
Slovak Republic (Central (National) Ethics Committee) and
other international or local institutions.

The book is organised into six sections. The first part
contains the official addresses of the Slovak authorities
given at the opening ceremony of the conference (the re-
presentative of the Ministry of Health, and the one of the
National Council of the Slovak Republic). The second sec-
tion brings some European perspectives on ethics of human
genetics. It starts with the contribution of P. Zil-galvis (CoE,
Strasbourg) giving the ethical and legal over-view of the
European situation from the point of view of the CoE, which
is followed by the paper of A. Bitusikovd and B. Rhode (EC,

Brussels) outlining some of the key ethical quandaries in-
volved in the preparation of the 6th Framework Program of
the EC. Three other papers are completing this section by gi-
ving some topical country perspectives - R. Komel (Ljubljana)
for Slovenia, B. Belicza (Zagreb) for Croatia, and M. Lukdco-
vd (Bratislava) for Slovakia.

The section ,Special Contributions“ contains review pa-
pers on Human Genome Project by J. Rogers (Hinxton, UK),
and on human stem cells by M.-L. Labat (Paris).

The section on some pressing legal aspects of human
genetics is composed of the contributions of A. McCall
Smith (Edinburgh) on genetic privacy and discrimination, J.
Sandor (Budapest) on old and new challenges in (genetic)
data protection, and of A. Nomper (Tartu - Tallin) on Esto-
nian Human Gene Research Act.

The next part of the book is devoted to the problem of
genetic prenatal diagnosis. The paper of A. Dorries (Hanno-
ver) outlines the topic as the doctor’s and parents’ dilemma.
A. Sipr (Brno, CZ) approaches the problem from the point of
view of respect to parents’ autonomy. M. Sustrovi (Bratislava)
reports on the experience and situation of parents and fami-
lies with children born with disabilities in Slovakia.

The last section of the book, entitled , Exploring New Fron-
tiers“ contains a set of papers devoted to the range of ‘hot to-
pics’ emerging in the human genetics research and applica-
tion. The paper of D. Sacchini et al. (Rome) assesses, from the
ethical point of view, the benefits and pitfalls of genetic scree-
ning. It is followed by paper of J. Glasa (Bratislava) dealing with
ethical aspects of pharmacogenetic and pharmacogenomic
research. A. Miah (Paisley, UK) analyses the ethical problem
of ‘gene doping’, i.e. possible future genetic enhancements in
sport. R. W. Evans (Castro Valley, CA, USA) brings to the rea-
der’s attention the promises and perils of human embryonic stem
cell research. G. Magill (St. Louis, MO, USA) gives an ethical
analysis of the policy implications in the US emerging from
the relationship between human genomics and embryonic
stem cell research. The report of A. S. Carvalho et al. (Porto, Por-
tugal) gives an overview on the press coverage of the problem
of cloning in Portugal from the point of view of the public per-
ception of science and its possible applications. Finally, P. H. Kie-
niewicz (Lublin, Poland) gives some reflections - from ethical
and theological point of view - on the developments seen in
the broad field of human genetics in the ,postgenomic era“.

The book should be recommended to the broad professio-
nal public of medical and health care workers, as well as to the re-
searchers and students of various disciplines of the life scien-
ces area. It will be useful also for the philosophers and theolo-
gians, who will find in various chapters of the book an interes-
ting and timely information on both biological - medical and ethi-
cal aspects of some of the most pressing issues of the exciting
and rapidly growing field of human genetics and its applications.

Prof. MUDr. Ladislav Badalik, DrSc.
Faculty of Public Health, Slovak Health University, Bratislava
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