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OD REDAKCIE / EDITORIAL

COLLABORATION AND NETWORKING IN BIOETHICS
IN CENTRAL AND EASTERN EUROPEAN COUNTRIES

The countries of Central and Eastern Europe (CEE) - that have emerged
from behind the sadly known ,Iron Curtain“ after more or less turbulent ‘revo-
lutionary’ events of the early nineties of the former century - are striving to
catch up the lost history train of economical, technological and social deve-
lopment enjoyed by their, so far, ‘more fortunate siblings’ inhabiting the ‘big
European House’. Though the goals seem to be clear, the ways or paths of the
necessary transformations are far from being simple, safe, or easy-to-walk.
The transformations of health care systems, for example, have brought in a lot
of problems and instabilities, followed by serious drops in health parameters
in several of these countries. Though apparently stable health care systems of
the previous totalitarian period had already reached the edges of their sus-
tainability long before the eager ‘democracy-fuelled’ transitions started - ha-
ving been weakened substantially by the years of corruption, insufficient
funding (especially concerning the necessary investments into the new tech-
nologies, instruments, infrastructure and modernisation), as well as by the
mismanagement and wastage of their material, technological and manpower
resources - the reforms undertaken have sometimes brought in new, unex-
pected problems, fears, and even some nostalgia after the ‘Uncle State’, espe-
cially in members of the older generations.

In these challenging situations, in many of the CEE countries, a new scien-
tific discipline has been born - sometimes as an imported baby from the USA
or the ‘West’, and - because she has been rooted strongly both in the life scien-
ces (esp. (molecular) biology, medicine and environment) and in ‘practical’
philosophy (ethics) - she started her life bearing the ‘nick name’ BIOETHICS
(bio-medical ethics). For the decade to come after her (re-)birth in the
nineties, bioethics in CEE countries was looking both around (mostly to the
‘West’ or even overseas) and into her own respective country for the necessa-
ry nourishment, help and inspiration, and also for the reliable people to lay
herself upon in her later years of life. Nowadays, ‘new bioethics’ in CEE count-
ries slowly approaches her ,adolescence”. This phase of her ‘life’ seems to be
marked, among other nice ‘developmental’ signs of growth and maturation,
also by her coming out to find friends and a ‘good company’, both in CEE and
beyond.

In August 2000, for example, the Central and East European Association of
Bioethics (CEEAB) was officially found, following the efforts of Prof. Béla
Blasszauer (Pécs, Hungary) and a group of devoted bioethics scholars and
friends from several CEE countries. Though the Association has not inherited
money or any material property, its members share an optimistic common
vision, broad spectrum of multidisciplinary experience, and also ‘great expec-
tations’ believed to become true in fostering the CEEAB’s aims and goals.

(continued at p. 9)
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ORIGINAL PAPERS

ETHICAL AND JURIDICAL FOUNDATIONS
OF CONSCIENTIOUS OBJECTION
FOR HEALTH CARE WORKERS

Gabriella Gambino, Antonio G. Spagnolo

Institute of Bioethics, Catholic University of
the Sacred Heart, School of Medicine, Rome,
Italy

Abstract

In front of the evolution of medicine and biotechnolo-
gy, health care workers are called upon to take part within
new biomedical practices, that may overcome the limit
of acceptability, as it is perceived by their moral con-
science. Issues as abortion, euthanasia, assisted suicide,
artificial fertilisation, experimentation on human embryos
and prescription of contraceptives and abortifacients call
into play the right to conscientious objection of health
care personnel, and in some cases, perhaps of physicians
and pharmacists too. This recall - already present in many
codes of professional conduct and medical ethics - sounds
today as a necessity, which asks for a serious deepening
of the content, the applicability and the new hypothesis
of conscientious objection, in the light of bioethics and
law. In particular, the self-determination and often exas-
perated autonomy of the patient within these practices
makes a new principle of professional integrity arise, to
protect the physician’s conscientious convictions, if the
request of the patient or society seem to violate some
fundamental human values.

Key-words: conscientious objection, right to, profes-
sional integrity, codes of ethics, patient’s autonomy, health
care workers.

The continuous evolution of science and technology
within medicine and biology, if on one side makes possib-
le always bolder interventions on human life, from con-
ception to death, on the other side puts more and more
relevant ethical questions to the conscience of health
care personnel. Physicians, in fact are called upon to take
part within biomedical practices, that even when norma-
tively legitimated, often overcome the limit of acceptabili-
ty, as it is perceived by moral conscience.

It is commonly experienced the charge of ethical
questionability caused by issues as abortion, euthanasia,
artificial fertilization, experimentation on human embryos,
prescription of contraceptives and abortifacients and
assisted suicide. These issues, in fact, call into play the
respect of fundamental values of human person, first of
all the value of life and of its dignity.

In front of them, the assertion of the right to conscien-
tious objection of health care personnel by the legislator
appears as an essential element of professional conduct
and medical ethics for the integrity and for the responsib-
le practice of medical professions.

The codes of professional conduct and medical ethics
after Nuremberg have only partially asserted the right to
conscientious objection, even if the importance of con-
science in the field of law had been underlined by the

International Tribunal of Nuremberg, which stated the
insufficiency of the written law and the superiority of
the moral law, as it is normally perceived by human con-
science. The complexity of this clause is proved by the
International Code of Medical Ethics (WMA, 1983), in
which the original statement «therapeutic abortion may
only be performed if the conscience of the doctors and
the national laws permit» was deleted from the adopted
version, because of its controversial nature.

Recently, the European Convention on Human Rights
and Biomedicine rejected the recall to conscientious
objection proposed by the Italian delegates, in the name
of an exasperated self-determination of the patient,
which exposes the physician to the risk of being trans-
formed in a passive executor of his or her will. In Europe,
this rejection will bring to a normative unlikeness con-
cerning one of the fundamental rights of human person.

But what is it exactly conscientious objection? The
subjective right to conscientious objection is the faculty -
of health care personnel - to refuse a rule laid by an
authority because of its contrast with another fundamen-
tal rule of human life, as it is perceived by conscience,
which prevents from acting as it is prescribed.

The content of objection develops in a two-fold direc-
tion: a negative one, of rejecting a rule, and a positive one,
of proposing a value or a system of values, which the sub-
ject joins. The objection is founded on the respect of the
individual’s conscience and it develops in the difficult bal-
ance among three elements: ,bindingness“ of law, so that
law must be respected; coherence between civil norm and
moral value, so that a law that violates the moral value is
not a law and may be transgressed; dignity of person and
of his conscience, a value that civil orders must respect.

A specific characteristic of an objector, in fact, is that
he does not refuse the whole right, but only the particu-
lar norm, with the intent of not making law clashing with
right, saying «no» to the law because and only when he
considers it a bad determination of right. As a reply to
the call of the duty that makes its way in the conscience,
objection is founded on the idea that the truth of right
does not take origin from the political activity, but it is a
premise of it. In this sense, objection is always on the
part of the legislator, calling him to be faithful to the cor-
rect use of power, and revealing itself as a moment of
mediation between the truth of right and the concrete
historical processes.

The objector, in fact, «do not refuse the principle auc-
toritas, non veritas facit legem», but puts besides it the
principle «veritas, non auctoritas facit ius».

Objection does not refer to strength, but can be wit-
ness of truth, based on the research of common good
and of common knowledge (cum-scientia).

It means that in democratic states, conscientious objec-
tion may bring to light the constitutive link between poli-
tics and truth, between the ,ontic“ and ontological level,
among which there is a distinction but also a necessary
communicability.

Referring to health care personnel, conscientious
objection has a two-fold worth: as right and as duty. As a
duty of conscience, objection is based on the first moral
principle bonum faciendum, malum vitandum, that com-
pels the health care personnel to avoid any form of direct
or indirect cooperation with actions aiming to the repres-
sion of human life. <Doctors and nurses are obliged to be
conscientious objectors. The great, fundamental value of
life makes this obligation a grave moral duty for medical
personnel, encouraged by the law to carry out abortions
or to cooperate in it. Naturally, it is not always easy to fol-
low one’s conscience in obedience to God’s law. It may
entail sacrifice and disadvantages [.], sometimes heroism.
Nevertheless, it must be clearly stated that the road of
genuine progress for the human person passes through
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this constant fidelity to a conscience upholding rectitude
and truth».

As a right, the statement of objection is more recent
and it is based on the respect of the individual’s freedom
of conscience, expressed in the constitutions of civil
nations and in the art. 18 of the «Universal Declaration of
Human Rights».

Moreover, the Declaration of Geneva (1948-1983)
says that the physician has to «practice his profession
with conscience and dignity» and the Guide of the
Canadian Catholic Health Association (1991) states «the
exercise of conscientious objection in order to protect
individual freedom.

Nevertheless, this right is not undisputed: if on one
side, the freedom of conscience allows to respect the
moral option of health care personnel, on the other side
it can appear as a violation of the patient’s autonomy,
who asks the physician a specific treatment.

Undoubtedly, in the last century the physician-patient
relationship has changed its structure. It has moved from
the classical relationship based on the subjection and
obedience of the patient to the physician - often degenera-
ting in paternalism - to a relationship mainly based on the
patient’s autonomy, conceived as the expression of his
right of self-determination and of his individual freedom.

However, recently, the principle of deontological in-
tegrity of health care professions is going to be stated as
a limit to the patient’s autonomy, as it is asserted in the
Preamble of the Canadian Code of ethics for nursing
(1985-1991), in the American Pharmaceutical Code of
ethics (1969-1981), and in the Code of ethics of the
physician assistant profession (1983-1990). Moreover, in
the case of conscientious objection, it could be hypothe-
sized an obligation to refer or to transfer the patient to
another physician. This questionable obligation is stated,
for example, into many recent natural «death acts», which
do not mandate coercion of physician’s conscience in
carrying out a patient’s advance directives, and do requi-
re physicians to make a reasonable effort to transfer the
patient to another doctor. The same principle, and the
duty of informing the patient, are established in the
Canadian and New Zealand guides to the ethical beha-
vior of physicians (1990), the Code of medical ethics of
Brazil (1988), the Codes of Ethics of Chile (1983) and
Norway (1992), the European Code of Medical Ethics
(1987) and the Declaration of Oslo on Therapeutic Abor-
tion (1970).

Anyway, the physician’s conscientious convictions
should always be respected, if the patient’s request or
refusals seem morally repugnant. In this case the physi-
cian can withdraw, assuming that the requested actions
are not among the responsibilities one generally accepts
in agreeing to be someone’s physician. A patient’s right
of autonomy, in fact, should not be purchased at the
price of the physician’s parallel right.

For this reason it is important to recover the inter-
subjective relationship of the therapeutic dynamics,
which characterizes man’s structure, and that is expres-
sed in the respect for others life in itself, as a necessary
condition for any other existential relationship. The typi-
cal cases that arise in the conscience of health care per-
sonnel are those directly linked to the principle not to
kill, supreme transgression of human relationship. This
relationship constitutes the essence of medicine, in
which each ethical problem becomes a dialogical ques-
tion between physician and patient, contemplated in all
the deontological rules concerning conscientious objec-
tion, , provided that there is not any serious and immedi-
ate risk for the patient’s life.

As to the rules that contemplate the possibility of con-
scientious objection, the main reference is to the laws
that the most of the European countries have promulga-

ted concerning abortion and to the European Code of
Medical Ethics (art. 18, 1987). In some of this rules, the
physician’s refusal of practicing abortion does not con-
trast with the woman’s right to abortion, since many laws
that decriminalize abortion - as the Italian one- do not
state a right, but only the possibility for an exception to
the general principle of the protection of human life.
The legislator himself, recognizing in particular cases the
primacy of the mother as to the fetus, tried to transform
himself in the source of a «<woman’s right», giving her an
ontological and axiological primacy as to the unborn
child. That's why the legislator himself, realizing of ha-
ving violated a fundamental value of civil orders - as it is
the protection of human life - chose to reestablish the
axiological balance, foreseeing conscientious objection
for the health care worker who perceived the immorality
of the abortifacient intervention.

However, other biomedical practices are now under
the attention of the legislator for their evident ethical
implications, and regarding which we propose to enclo-
se the possibility of conscientious objection. Relating to
some of these issues, there are particular deontological
indications. Conscientious objection to euthanasia and
assisted suicide is contemplated in the Current Opinions
of the American Medical Association. Referring to these
two issues, in the case of some recent national deonto-
logical codes, as the Italian one, it appears particularly
questionable the introduction of norms, which oblige
the physician to give juridical relevance to the manifesta-
tion of will, previously expressed by the patient, who is
in danger of life (art.34). This kind of norm, which intro-
duces the debated principles of the «living will», is deeply
in conflict with the norm, stated in the same code (art.36),
which prevents euthanasia (also passive euthanasia); but
also with the respect of human person, as it gives juridi-
cal strength not to an actual will, but to the foregoing
will of a still living person. It is probable that many physi-
cians will have difficulties in sharing a norm in conflict
with their science and conscience, that upsets their fun-
damental task of safeguarding the psycho-physical objec-
tivity of the individual. Shouldn’t we arrive to propose
conscientious objection to the deontological code?

Moreover, as the Canadian Health Care Ethics Guide
of the Catholic Health Association suggests, the clause of
conscience appears necessary also relating to artificial
fertilization and to genetic manipulations, to research on
human embryos and prenatal diagnosis, which violate
the principle «not to kill», as they end with the death of
the embryo.

The position of physicians and pharmacists is also de-
licate, concerning the possibility of prescribing abortifa-
cient drugs. In these cases the pharmacist, in particular,
has to take decisions, which can affect the beginning and
the ending of life, and is allowed to make conscientious
objection, as the drugs he can prescribe are clearly direc-
ted to the breakdown of pregnancy. The problem arises
also for contraception: in this case, the bases for conscien-
tious objection to the promotion, elaboration and distri-
bution of contraceptives are founded on the respect of
the truth of the sexual act as the expression of conjugal
love, in both its unitive and procreative meanings. Con-
traception, in fact, is contrary to the generative possibili-
ty as to the unity of the couple too, and so to the good of
the conjugal act.

In such a way, the extension of the right to conscien-
tious objection to these matters will allow the health care
worker to respect the truth of his conscience, within a
therapeutic process which is able to «give voice» to all
the parties of the physician-patient’s relationship: even
when this «giving voice» involves a meta-physical effort
for those who prefer staying within the narrow borders
of physicality.
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Abstrakt

Gabriella Gambino, G., Spagnolo, A. G.: Ethical and juridical founda-
tions of conscientious objection for health care workers. [Etické a pravne
ziklady vyhrady svedomia u zdravotnickych pracovnikov.] Med. Eth.
Bioet., 9, 2002, No. 1 - 2, p. 3 - 5. Vzhladom na rozvoj mediciny a moder-
nych biotechnolégii su zdravotnicki pracovnici neraz vyzvani, aby sa po-
dielali na novych biomedicinskych postupoch, ktoré moézu prekracovat
prijatelné hranice, vhimané ich svedomim. Pripady ako st umely potrat,
eutandzia, asistovand samovrazda, umelé oplodnenie, experimenty na
Tudskych zirodkoch a predpisovanie kontraceptiv a abortivnych priprav-
kov nastol'uju prdvo na vyhradu svedomia zdravotnickych pracovnikov,
vratane lekdrov a farmaceutov. Odvolanie sa na toto pravo sa nachadza v
mnohych profesijnych kédexoch a v kodexoch medicinskej etiky. V su-
Casnosti sa tento koncept javi azda eSte potrebnejsi ako v minulosti, a Zia-
da si prehibenie svojho obsahu a $tidium jeho uplatnenia v kontexte
stucasnej bioetiky a priava. Najmi princip samourcenia a prehnané zdoraz-
novanie autonoémie pacienta vo vyssie spominanych pripadoch vedie k
zdorazneniu principu profesionilnej integrity, ktory ma chranit morilne
presvedcenie lekdra, pokial poziadavky pacienta alebo spolo¢nosti naru-
Suju niektoré zakladné l'udské hodnoty. Klticové slova: vyhrada svedomia,
pravo, zdravotnicky pracovnik, pacient, profesionalna integrita, etické
koédexy, autonomia pacienta.

Correspondence to: Prof. A. G. Spagnolo, Centro di bioetica, UCSC, Largo
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K DISKUZI O EUTANAZII
V CESKE REPUBLICE

Kvétoslav Sipr

Univerzita Palackého, Olomouc, CR

Abstrakt

Otazky eutanazie se stivaji ¢astym pfedmétem verej-
nych diskuzi, postoje k eutanazii byvaji ovlivnény nabo-
Zenskym piesvédcenim. U souboru 364 mladych lidi,
ktefi konkrétnim projevem vyjadrili sviij pozitivni postoj
ke katolické cirkvi, se sledovaly jejich ndzory na eutana-
zii. S obecnou legalizaci eutanazie souhlasilo méné nez
jedno procento dotizanych, av§ak téméf Ctvrtina proje-
vila souhlas s umoZnénim eutanazie ve zcela vyjimec-
nych pfipadech. Podrobnéjsi rozbor prokazal, Ze liberal-
néjsi pristup souvisel predevsim s nedostate¢nym pouce-
nim a s neschopnosti podat presnou definice eutanazie.
Ukazuje se potfeba vénovat pozornost postojum k euta-
nazii také u osob véficich.

Kli¢ovi slova: eutanazie, situace v Ceské republice,
nazory mladych lidi, vliv naboZenského presvédceni.

Uvod

V minulosti byla eutanazie v Ceské republice obecné
povazovana za nemoralni a pravné nepfijatelnou. Usmrceni
z utrpnosti je dosud chapano jako tmyslné zabiti a podle
trestniho zakona klasifikovano jako vrazda. [1] Také eticky
kodex Ceské 1ékaiské komory z roku 1995 hovofi jednoz-
nacné: Eutanazie a asistované suicidium neni pripustné. [2]

Pozoruhodnou iniciativu vyvinul v roce 1996 tehdejsi
ministr spravedlnosti Ceské republiky Jifi Novak, kdyz
prohlasil: ,Lékafi by neméli byt trestani, pomohou-li zem-
fit nemocnym lidem, ktefi si pfeji smrt.“[3] Stanovisko
ministra spravedlnosti podpofil Miroslav Mitléhner z Usta-
vu statu a prava Akademie véd Ceské republiky: vyjmeno-
val pét situaci, ve kterych by se mélo uvaZovat o eutana-
zii. [4] VycCet ovSem zahrnoval také nemocné, ktefi by se
k prfipadnému navrhu eutanazie kompetentné vyjadrit
vibec nemohli. Doporucoval totiz rozsifit ivahy o eutana-
zii téZ na ,velice staré, fyzicky a psychicky otupé€lé lidi, ktefi
jiZ ni¢im nepfipominaji svoji byvalou osobnost® a na ,téZce
psychicky a fyzicky poSkozené novorozence, u nichz neni
realna vyhlidka na sebemensi zlepSeni zdravotniho stavu“.
Autofi prevazné vétsiny prispévku otisténych v odbornych
casopisech se ovsem k pfedkladanému ndvrhu vyslovovaly
negativné. [5] Ani sonda zaméfend na poznani postoju stu-
dentt mediciny k eutanazii nevyznéla v jeji prospéch. [6]

Diskuze k otazkdm eutanazie se znovu oZivila v letech
2000 a 2001 v souvislosti s pfijetim navrhu na legalizaci
eutanazie dolni i horni komorou holandského parlamen-
tu. [7] Odborni vefejnost je ovsem i nadale k moZnosti
legalizace eutanazie zna¢né zdrZenliva. [8]

Zahranicni studie potvrdily i teoreticky odiivodnény
predpoklad, Ze ndzory na eutanazii jsou do zna¢né miry
ovlivnény ndbozZenskym presvédcenim. Jevilo se proto
uzite¢nym zjistit postoje k eutanazii u osob, které konk-
rétnim vnéjSim projevem vyjadfily pozitivni vztah ke
katolické cirkvi, ke které se podle vysledku s¢itani lidu do-
sud stile hlasi nejvice obyvatel Ceské republiky.

Vlastni soubor a metodika

Studie se uskutecnila v dobé od 15.10.2000 do 15.12.

2000 a byla zaméfena na mladé lidi - véfici katoliky nebo
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osoby s katolickou cirkvi sympatizujici. Kritériem bylo
studium na cirkevni Skole, na katolické teologické fakul-
té&, anebo ucast ve spolecenstvich mladych lidi ve farnos-
tech. Ndhodnym vybérem byla vytvofena skupina 392
osob, studentt Cyrilometodéjské teologické fakulty
v Olomouci, cirkevniho gymnizia v Hradci Kralové, bis-
kupského gymnizia v Brné a acastnikt setkani spolecen-
stvi rodin a neformalnich skupin mladych lidi ve farnos-
tech v Brné a ve Zliné.

Vsichni byli seznameni s cilem studie a vyzvani k vypl-
néni dotazniku, ktery obsahoval oteviené, polooteviené€ i
zaviené otazky. Z celkového poctu 392 dotazanych vrati-
lo vyplnény dotaznik 364 respondentt (navratnost 93 %),
ktefi pak tvofili vlastni zkoumany soubor. Bylo v ném zas-
toupeno 134 gymnazidlnich studenta (79 studentu cir-
kevniho gymnazia v Hradci Krilové a 55 student biskup-
ského gymnizia v Brné), 161 student Cyrilometodéjské
teologické fakulty v Olomouci (103 studenti denniho stu-
dia oboru teologie a 58 studenti kombinovaného studia
oboru charitativné socidlni price a oboru kiestanska vy-
chova) a 69 ucastniku neformalnich farnich spolecenstvi
mladych lidi v Brné a ve Zliné. NejmladSimu ¢lenu soubo-
ru bylo 17 a nejstarSimu 35 let.

Otazky obsazené v dotazniku se tykaly ndzoru na
vhodnost legalizace eutanazie, na prednosti a rizika eu-
tanazie i na davody, které vedou nebo mohou vést k vys-
loveni Zadosti o eutanazii. Respondenti byli rovnéz vyz-
vani k napsani definice eutanazie. Posledni otazka pak

byla zaméfena na prevenci Zadosti o eutanazii.

Za spravnou definici eutanazie byla modelové povazo-
vana formulace: ,Eutanazie je umyslné ukonceni Zivota
téZce nemocného na jeho Ziadost, a to 1ékafem: at jiz jeho
aktivnim jednanim nebo vynechianim indikované 1écby.“

Upln4 definice eutanazie tedy méla obsahovat ¢tyfi
znaky: 1. imysl zpusobit smrt, 2. pfitomnost tézké choro-
by, 3. Zadost vyslovena kompetentnim pacientem 4. usku-
te¢néni zakroku lékafem. Odpovéd obsahujici vSechny
¢tyfi rysy byla oznacena jako pfesna, pfi chybéni jednoho
znaku jako pfiblizn€ spravna, pfi chybéni dvou znakt
jako nedostacujici a pfi chybéni tfi nebo ¢tyf znakt jako
odpovéd zcela Spatna.

Vsechny odpovédi byly statisticky dvoustupnové
zpracovany a vyznamnost vysledkl byla posouzena po-
moci Cramerova ukazatele.

Vysledky

Nizory na legalizaci eutanazie

Pro obecné povoleni eutanazie se vyslovili pouze 3
respondenti, ¢tvrtina povazovala za vhodné povolit euta-
nazii ve vyjimecnych pfipadech a dvé tfetiny s povo-
lenim eutanazie nesouhlasily. Vice nez devét desetin stu-
denttll teologie eutanazii odmitlo, mezi gymnazialnimi
studenty vSak mirné prevaZovali zastinci vyjimecného
povoleni eutanazie (tab. 1).

Tab. 1
Nazory na vhodnost legalizace eutanazie
Povolit eutanazii ? Ano Zcela vyjimec¢né Ne Nevi Celkem
N % N % N % N % N %
Studenti gymnazii 2 1,5 56 41,8 52 38,8 24 17,9 134 100,0
TF - denni studium 1 1 6 5,8 94 91,3 2 1,9 103  100,0
TF - kombinované studium 0 0 13 224 39 67,2 6 10,4 58 100,0
Spolecenstvi 0 0 10 14,5 48 69,6 11 15,9 69 100,0
Celkem 3 0,8 85 23,6 233 64,0 43 11,8 364 100,0
Tab. 2
Pfesnost definice eutanazie
Definice eutanazie Presnd Pfiblizné spravna | Nedostacujici Zcela Spatna Celkem
N % N % N % N % N %
Studenti gymnazii 24 179 53 39,6 39 29,1 18 13,4 134  100,0
TF - denni studium 60 582 31 30,1 10 9,7 2,0 103 100,0
TF - kombinované
studium 27 46,6 21 30,2 6 10,3 6,9 58 100,0
Spolecenstvi 30 435 23 33,3 10 14,5 8,7 69 100,0
Celkem 141 387 128 35,2 65 17,9 30 8,2 364 100,0
Tab. 3
Presnost definice eutanazie - podle postoje k jeji legalizaci
Definice eutanazie Povolit eutanazii?
Ano Zcela vyjimecné Ne Nevim nebo Celkem
bez odpovédi
N % N % N % N % N %
Pfesna 0 0,0 11 7.8 127 90,1 3 2,1 141  100,0
Pfiblizn€ spravna 1 0,8 35 27,3 78 61,0 14 10,9 128 100,0
Nedostacujici 2 3,1 26 40,0 22 33,8 15 23,1 65 100,0
Zcela Spatna 0 0,0 13 43,3 6 20,0 11 30,7 30 100,0
Celkem 3 0,8 85 234 233 64,0 43 11,8 364 1000
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Pozitivni stanovisko (odpovédi ano a zcela vyjimec-
né€) bylo odivodnovino zejména odstranénim utrpeni
nemocnych (36,6% kladnych odpovédi) a pravem clové-
ka rozhodovat o své smrti (22,1%). Odpurci eutanazie
argumentovali predevs$im tim, Ze nikdo nema pravo brit,
co sam nedal (45,9% zapornych odpovédi) a ze zadny
duavod neospravedliiuje k zabiti nevinného (32,6%).
Nékterou z obou téch odpovédi uvedlo jako hlavni da-
vod negativniho stanoviska k legalizaci eutanazie dohro-
mady 78% respondenti. Tfetim uvadénym divodem bylo
riziko zneuZziti eutanazie (18,3%).

Znalost obsahu pojmu eutanazie

Podle hodnotici $kidly popsané v kapitole o pouZité
bylo moZno tfi Ctvrtiny odpovédi hodnotit jako pfesné
nebo pfiblizné spravné a jen 8% odpovédi bylo zcela Spat-
nych. Podil pfesnych odpovédi byl nejvyssi u studentt
teologie a nejnizs$i u gymnazialnich student (tab. 2).

Podstatné Iépe eutanazii definovali respondenti legal-
izaci odmitajici, nez respondenti, ktefi s legalizaci euta-
nazie souhlasili - at jiZ obecn€ nebo pro vyjimecné pfi-
pady (tab. 3). Do skupiny zcela Spatnych odpovédi byly
pfitom zafazeny i dva pripady, ve kterych odpovéd neby-
la uvedena vabec.

Pfedpoklidané vyhody legalizace eutanazie

Témér polovina respondentt neshledavala na pfipad-
ném povoleni eutanazie Zidnou prednost, ¢tvrtina hod-
notila kladné prfedev$im odstranéni utrpeni. Desetina
dotazanych uvedla jako hlavni vyhodu pfipadné legal-
izace eutanazie uSetfeni finan¢nich nakladt, zbyl€ prost-
fedky pak bude moZno vénovat na lécbu perspektiv-
néjsich nemocnych (tab. 4). Zidné piednosti na pfipad-
né legalizaci eutanazie nespatfovaly dvé tfetiny studentt

teologie a vice nez polovina respondentu ze spolecenstvi
ve farnostech.

Rizika pfipadné legalizace eutanazie

Pouze 2 procenta respondentll se neobdvala moZnosti
zneuZziti eutanazie, téméf pétina ¢lent souboru uvedla jako
hlavni riziko odstrafiovani nepohodlnych osob. Prevazné
studenti gymnazii vyjadfovali obavy z mozné snahy uspisit
smrt pribuznych pro ziskiani dédictvi. Studenti kombino-
vaného studia teologické fakulty projevovali obavu zvlasté
ze $patného stanoveni prognodzy (tab. 5).

Okolnosti, které vedou nebo mohou vést

k vyZadovani eutanazie

Za nejcasté€jsi diivod vyZadovani eutanazie se povazo-
vala bolest a bezmocnost, mezi prepokladanymi davody
se v8ak casto vyskytoval také pocit beznadéje a opus-

ténost (tab. 6, s. 8).

Jak pfedchizet Zidostem o eutanazii

Ctyfi desetiny respondenti povaZovaly za nejdileZi-
t€jsi spiritudlni podporu nemocnych: pfispivat k chapani
smyslu utrpeni, podporovat kiestanskou nadéji a porozu-
méni pro transcedenci. Ctvrtina dotizanych zdéiraziio-
vala nezbytnost psychologické podpory: potiebu nemoc-
né v jejich chorobé doprovazet a prispivat k uchovani
jejich védomi uziteCnosti. Pétina respondentt kladla dua-
raz predevSim na vysokou uroveil zdravotni péce, byli
mezi nimi zvlasté studenty gymnazii. (tab. 7, s. 8).

Diskuze a zavéry

Letmy pohled do historie napovida, Ze mnohé autori-
ty starého Recka i Rima povaZovali zabiti nevylécitelné

Tab. 4
Vyhody pfipadné legalizace eutanazie
Vyhody Odstrani USetii Beztrestnost Odstrani se | Autonomie Z4idné Celkem
se utrpeni se penize lékare utrpeni pacienta
a uSetii se
penize
N % N % N % N % N % N % N %
Studenti gymnazii | 48 359 | 16 11,9 | 10 7,5 8 5,9 12 89 | 40 299 | 134 100,0
TF - denni studium | 15 14,8 9 9,0 4 4,0 6 49 1 1,0 68 66,3 103  100,0
TF - kombinované i 6 6
studium 7 12,2 9 |5 8 10 172 3 51| 29 500 | 58 1000
Spolecenstvi 20 294 6 8,8 2 29 3 4,4 1 1,5 37 53,0 69 100,0
Celkem 90 24,7 | 35 9,6 | 21 5,7 27 7,4 17 4,6 | 174 48,0 364 100,0
Tab. 5
Rizika legalizace eutanazie
Rizika - — = =y w
178 > P=1 <
i = Z = ) 23 B K] g
eutanazie )g S E 3 >§:‘§ é : 3 o w £ g
oY % 3 20 ) z 2 = © &5 B 3 )
=8 | "8 | JS&a | 2% 3¢ = & c¥g | ™ °
N % N % N % N % N % N % N % N % | N %
Studenti gymnazii 29215 (24 17810 75|13 98|28 21224 178| 1 07|5 3,7|134 100
TF - denni studium 17165 |12 11,7 9 87 |11 10,7/ 12 11,7/19 184(22 213|1 1,0 103 100
TE- kombinovane 5 86| 6104| 6104 | 6 10410 172[16 276 9 154/0 0 | 58 100
studium
Spolecenstvi 20290 | 7102| 3 44| 3 44|19 2746 102|9 13,0|1 1,4| 69 100
Celkem 7119,0 |49 13,5(28 7,7 133 91|69 19066 181 41 113/ 7 19/364 100
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Tab. 6

Které okolnosti se povazuji za rozhodujici pro vyZadovani eutanazie * (*respodenti mohli uvést vice nez jednu odpovéd)

Dtivod pro vyZidani Bolest Beznadé€j | Bezmocnost Zatézovani Opusténost Pocet
eutanazie respondentt

N % N % N % N % N % N %
Studenti gymnazii 82 61,0 58 433 83 61,9 32 239 38 28,3 | 134 100,0
TF - denni studium 78 75,7 37 359 | 75 728 55 534 55 53,4 | 103  100,0
TF - kombinované
studium 46 79,3 27 46,6 37 63,8 26 44,8 19 32,8 58 100,0
Spolecenstvi 45 65,2 40 58,0 49 71,0 22 319 31 449 69 100,0
Kolikrat byly
jednotlivé odpovédi | 251 68,9 | 162 44,5 |244 67,0 135 37,1 143 39,3 | 364 100,0
uvedeny

Tab. 7
Jak predchazet zidostem o eutanazii
Zdravotni Psychologicka Spiritualni Nepovolit Nelze nic Celkem
péce podpora podpora eutanazii délat

N % N % N % N % N % N %
Studenti gymnazii 35 26,0 25 18,7 43 321 8 6,0 23 17,2 134  100,0
TF - denni studium 14 136 33 320 50 48,6 6 58 0 0 103 100,0
IF- kombinovane 15 224 10 173 | 31 534 | 4 69 0 0 | 58 1000
studium
Spolecenstvi 12 17,4 23 33,3 24 348 2 29 8 11,6 69 100,0
Celkem 74 203 91 250 148 40,7 20 55 31 85| 364 100,0

nemocného za akt milosrdenstvi. Mezi stoupence jedna-
ni, které dnes povaZzujeme za eutanazii, lze nepochybné
zatradit Pythagora, Platona, Sofokla, Cicerona i Senecu. [9]
Zmény v nazirini na hodnotu lidského zivota i na smysl
utrpeni prineslo kiestanstvi. Od starovéku az po zacitek
20. stoleti pak patfila eutanazie mezi tabuizovana témata.
Teprve zacatkem cCtyficatych let minulého stoleti se k eu-
tanazii pfihlasilo nacistické Némecko a od osmdesatych
let je eutanazie praktikoviana v Holandsku. [10]

Jen malo bioetiktl dnes eutanazii obhajuje, a naopak
celni prestavitelé renomovanych bioetickych ustavu ji
jednoznac¢né odmitaji [11], stejn€ jako zastanci tradic-
niho kfestanského uceni. [12] SpiSe k vyjimkam patfi
néktefi protestantsti a anglikansti myslitelé [13], ,proti
proudu‘ se ovSem zatadil i katolik William Curran. [14]

Jednoznacné negativni stanovisko magisteria katolic-
ké cirkve k eutanazii bylo opakované deklarovano v obec-
né znamych dokumentech. [15] V novéjSich textech se
upousti od diive pouzivanych termina fadné a mimorad-
né prostiedky 1é¢by a hovofi spisSe o prostredcich priméfe-
nych a nepfimérenych (proporcialnich a dysproporcio-
nalnich). Eutanazie se také jiZ nerozdé€luje na ,aktivni“ a
Lpasivni“. Pokud se termin ,aktivni euthanazie“ objevi,
potom pfedevsim k jednoznacnéjSimu odliSeni nedovo-
lenych prostifedkt od opravnéného upusténi od nepii-
méfenych (pfili§ zatéZujicich nebo neucinnych) 1éceb-
nych postupt. Neni nutno udrZovat Zivot za kazdou ce-
nu, zejména kdyZ proces umirani jiz zacal.

Studii o postoji katolickych véficich k eutanazii je
malo. V roce 1997 uskutecnil Jan Dziedzic vyzkum u sku-
piny 242 student Lékaiské fakulty Jagelonské univerzity
v Krakové. [16] Zjistil, Ze niz$i sebehodnoceni znalosti
pravd viry a mensi sebeidentifikace s cirkvi zvySuje inkli-
naci k pozitivhimu postoji vii¢i eutanazii.

Vysledky nasi studie jsou s ndlezy J. Dziedzice kon-
formni. Nejkriti¢téjsi postoj k eutanazii zaujimali studenti

vy

denniho studia oboru teologie a nejsmiflivéjsi byli stu-

denti gymnazia. V obecné roviné€ pritom s legalizaci eu-
tanazie souhlasilo méné€ nez jedno procento responden-
th, avSak ve ,zcela vyjimec¢nych pfipadech® ji pfipoustéla
tém¢Er ctvrtina.

Vyznamny byl vztah mezi znalosti definice eutanazie a
negativnim postojem k jeji legalizaci. Z téch ktefi dokdza-
li predlozit pfesnou definici eutanazie, devét desetin jeji
legalizaci jednozna¢né odmitlo. Mezi respondenty, ktefi
podali definici chybnou, odmitala legalizaci pouze pétina.

Dosti pestré byly nazory na hypotetické vyhody pfi-
padné legalizace eutanazie. Ctvrtina dotizanych uvedla
jako hlavni vyhodu legalizace odstranéni utrpeni a deseti-
na finan¢ni aspory. Avsak téméf polovina respondenti
nevidéla v legalizaci eutanazie viibec Zadnou pfednost.
Ve vsech skupinich respondentii pfitom panovaly obavy
z moznych rizik legalizace, jen méné nez dvé procenta
dotdzanych rizika popiralo.

Metodika prfedloZené studie se ovSem liSila od pos-
tupu zvoleného pfi Setfeni uskute¢néném J. Dziedicem.
Z obou praci je vSak zfejmé€, Ze naboZenska vira zmensSuje
pravdépodobnost vidét v eutanazii pfijatelné feSeni
problému utrpeni pisobeného téZkou nemoci. Obé
prace vSak prokazaly, Ze i mezi osobami s kladnym vzta-
hem ke katolické cirkvi jsou ndzory na eutanazii velmi
diferencované. S ohledem na ocekdvany tlak na legalizaci
eutanazie je potfeba jiZ nyni na ndrodni i mezinarodni
roviné otazkou eutanazie se $ifeji zabyvat a pfi osvé-
tovém puisobeni neopomijet ani skupinu véficich.
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Abstract

Sipr, K.: K diskuzi o eutanazii v Ceské republice. [To
the euthanasia debate in the Czech Republic.] Medicin-
ska etika & Bioetika / Medical Ethics & Bioethics, 8, 2001,
No. 3 - 4, p. 5 - 9. Problem of euthanasia is frequently
tackled upon in contemporary public debate. The atti-
tudes to euthanasia are usually strongly influenced by
religious backgrounds of the respondents questioned.
These attitudes were studied in the series of 364 young
people, who, by a concrete action, had expressed their
positive attitudes to the Catholic Church. An anonymous
questionaire method was used. The general legalisation
of euthanasia was supported by less than 1% of respon-
dents, while the legalisation of the procedure to be used
in strictly exceptional cases was supported by almost
25% of the subjects. The analysis of data revealed that a
more permissive attitudes to euthanasia legalisation were
associated with an inferior level of information on the
issue and inability of subjects to give an appropriate defi-
nition of euthanasia. The attitudes to euthanasia in reli-
gious people should be given due attention. Key words:
euthanasia, situation in the Czech Republic, attitudes of
young people, influence of religion.
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Among those, the bi- and multilateral collaboration and
networking of bioethicists in CEE countries is of
utmost importance. This should be enhanced and pro-
moted also by the establishment of the ,Bioethics
Information and Documentation Centre“ and ,CEEAB
Liaison Office“ in Bratislava in March 2002.

Our journal, dear readers and friends, shall be closely
following, reporting and reflecting these exciting deve-
lopments.

Jozef Glasa, ME&B Editor, Acting President CEEAB

ESTABLISHMENT AND WORK OF ETHICS
COMMITTEES IN CENTRAL AND EASTERN
EUROPEAN COUNTRIES

Jozef Glasa

Slovak Postgraduate Academy of Medicine, Bratislava,
Slovak Republic

Abstract

The genuine reform efforts in medicine and health ca-
re in Central and East European (CEE) countries have
continued to pose important and thought-provoking
challenges to the newly reborn disciplines of medical
ethics (or bioethics). They are embodied in the bulk of
new ethical problems, concepts and quandaries brought
about by the developments, changes, clashes, and ,real li-
fe“ issues of the CEE countries’ health care systems and
biomedical sciences. Certain part, quite variable from
country to country, of this bio-ethical endeavour has
been confined to the work and activities of ethics com-
mittees (ECs) or similar bodies. They have emerged in
varying number, shape, composition, competence, legal
status, responsibility and time of appearance, in almost
all transition countries of CEE. They may be considered
as a kind of field workplaces“ of medical ethics/ bioethics
within the countries’ HCSs or biomedical re-search struc-
tures. Despite some shortcomings and drawbacks, a lot
has already been achieved. In some countries the prog-
ress made has been quick and systematic. The major pit-
falls were mostly due to the missing, weak or unclear
legal backing of ECs’ establishment and work; lack of
education and training of their members; insufficient
support from health care administrators; misconceptions
concerning their mission, procedures, scope of responsi-
bility, and reporting; insufficient or missing funding; low
profile societal esteem for ECs’ work; but some draw-
backs were due also to the underdeveloped ‘dialogic’ cul-
ture of the impartial discussion and democratic discour-
se in the ‘post-totalitarian’ CEE transition countries. The
future of ECs in CEE will be connected to the countries’
integration and harmonization efforts towards research,
health systems, and other international structures in
Europe and beyond. This should need an extensive and
non-discriminatory international partnership, exchange
and co-operation.

Key words: ethics committees, transition countries,
Central and East Europe, establishment and work, bio-
medical research, integration efforts.

Introduction - challenges of transition

Since early nineties of the 20th century, the countries
in Central and Eastern Europe (CEE) have entered diffi-
cult paths of unprecedented political, economical, social
and cultural transitions. [1, 6] The changes needed are
complex and difficult to achieve. The countries while
facing various problems inherited from the past struggle
badly with scarcities of the available financial, manpo-
wer, technical - technological, infrastructure, and other
necessary resources. The ,old guard” retaining or regai-
ning the power, the ,populists“ outplaying the concep-
tual reformers in the public, corruption, ,black/grey eco-
nomy* interests, together with a considerable ,brain drain®
towards the more fortunate parts of the ,Western World*“,
make the reformation attempts in CEE difficult, and so-
metimes a bit frustrating endeavours.
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This holds even more, as far as the health care systems
(HCSs) reforms are concerned. [4] Removing ,the walls*
has been accompanied by unmerciful intrusions of the
market, the industry (pharmaceutical and other), new
businesses, new health insurance companies, ,high-tech®
(at all costs), new drugs, new diagnostics, new treatments,
Snew" patients (such as the very wealthy and very poor
ones, drug addicts, HIV-positives or those with AIDS) and
other factors into the already shattering and largely un-
prepared HCSs. Moreover, those HCSs are still lacking
the necessary infrastructure, funds, and sometimes also
managerial skills and competence. Partly hypocritical,
fee-free  health care for all“ (which was neither ,for all“,
nor free, effective or sustainable) has been aimed to be
replaced by various HCS models borrowed from abroad,
or developed somehow by eager domestic reformers.
(Sometimes HCS models have been changing abruptly
after each personal change at the post of the minister of
health, or, ,jokingly“, following each ,study tour” of a
ministerial ,establishment“ abroad.)

Resulting crisis of the health care systems, which took
place in many of the CEE transition countries, together
with other unfavourable factors with negative impact on
public health, led to considerable deterioration of health
indicators in many of these countries. (E.g. dropping of
the life expectancy; new rise of some serious infectious
diseases (combated successfully in these countries alrea-
dy decades ago); increase of infant mortality, mental di-
seases, cancers, cardiovascular morbidity and mortality,
etc.) An unprecedented fall in live births, the s. c. ,se-
cond demographic revolution®, has hit the CEE countries
totally unprepared to handle its worrisome consequen-
ces. (E. g. public health - the quickly ageing populations’
health needs; economical - growing tax burden, increas-
ing price of the manpower, etc.; social - collapsing pen-
sion and social security systems, etc.)

On the other hand, the genuine reform efforts in medi-
cine and health care in CEE countries have continued to
pose important and thought-provoking challenges to the
newly re-born disciplines of medical ethics or (as a mostly
US-imported concept) bioethics. [2] They are embodied
in the bulk of new ethical problems, concepts and quan-
daries brought about by the developments, changes,
clashes, and ,real life“ issues of the CEE countries’ HCSs
and biomedical sciences.

Certain part, quite variable from country to country,
of this bio-ethical endeavour has been confined to the
work and activities of ethics committees (ECs) or similar
bodies. They have emerged in varying number, shape,
composition, competence, legal status, responsibility and
time of appearance, in almost all transition countries of
CEE. [5] They may be considered as a kind of ,field work-
places” of medical ethics/bioethics within the countries’
HCSs or biomedical research structures.

Variability of ,traditions“ to start with

Medical ethics/bioethics scholars, available for the
Lthought or action® in CEE countries, usually came to this
field from various professional, cultural and ideological
backgrounds. [6] At the beginning, mostly three groups
of medical ethicists/bioethicists could have been distin-
guished:

a) people coming out from the underground resistan-
ce structures, usually independently thinking, selfeduca-
ted intellectuals, or members of formerly oppressed reli-
gious orders, or other underground spiritual/intellectual
resistance groups;

b) university teachers and other representatives of the
Lscientific disciplines® of late Marxism - Leninism, educa-

ted in abundance during the previous period and seeking
to preserve their positions within the universities and
academia by quickly becoming proponents of various
schools of secular (or even religious) philosophical thought;

©) new ,domestic“ pupils and ,imported“ proponents
of different interest groups, schools, ideologies, and va-
lue systems present within the contemporary global bio-
ethics scene.

These have been continuously, but quite slowly joined
by a ,new blood“ - young scholars entering the field after
graduation, many of them having benefited from studies
at the universities and academia institutions abroad.

This situation has contributed to a rather broad varia-
bility of expertise, education, competence, personal ex-
perience, and also to the plurality of opinions and visions
within the slowly growing group of ,bioethics experts*
available for the ECs’ work in CEE countries.

Establishment of ethics committees
(or similar bodies) in CEE transition
countries

In transition CEE countries, similarly to the situation in
Western Europe (WE) and elsewhere, usually 3 or 4 types
of ECs (or similar bodies) have been introduced [5]:

a) Central (or National) Ethics Committees (CECs):
established at the ministries of health, or at other central
state institutions to give opinions or recommendations
on ethical aspects of a more general nature, health legis-
lation proposals, and also to do some conceptual work
and enter into ,official“ international networks and col-
laboration (e.g. within COMETH - European Council
sponsored network of national ECs).

b) Research Ethics Committees (RECs): founded at
institutional, regional, or even national level to review
projects or protocols of biomedical research, including
clinical trials. In the later area, these bodies usually aimed
to ensure compliance with requirements of Good Cli-
nical Practice (GCP) and other relevant international
standards.

c) Hospital/Institutional Ethics Committees (HECs):
established at major teaching hospitals or specialised
health care institutions to deal with ethical problems
related to the health care provision within the hospi-
tal/institution. These are still pretty rare bodies in CEE
settings.

d) Ethics Committees for Animal Research: set up at
highly specialised research institutes to comply with in-
ternational standards in the field.

Besides the ECs mentioned above, also ,ethics wor-
king groups“ founded by scientific or professional socie-
ties or associations of various medical disciplines, and
the ,ethics boards“ of professional associations (such as
medical chambers, or other health professionals’ associa-
tions) exist in manyj, if not all CEE countries.

Interestingly, the reasons for establishing ECs have
been rather different in the cases of different commi-
ttees types, and also in different periods of the health ca-
re transformation process. Both domestic (,internal®), as
well as international (,external®) driving forces have been
active in ECs’ founding efforts. [5, 7]

At the very beginning, in what I would describe as the
,period of enthusiasm*, ECs or similar bodies have been
established at the ,grass-root” level, as more-less informal
working groups of physicians and other concerned indi-
viduals, aiming at ,humanisation“ of the health care or
HCS, remaining in crisis after disruption of the previous
totalitarian system of planning and management. The
other groups, especially the members of scientific socie-
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ties or organisations of health professionals, enjoying
possibilities of the newly regained freedom, entered ea-
gerly the suddenly opened space of a free scientific de-
bate concerning also various ethical aspects of the ne-
west developments in life sciences. The ,enthusiastic
period“ in some countries was marked by the establish-
ment of ,self-designed” CECs (e.g. Czech Repubilic, Slova-
kia, Hungary, etc.).

Once established, the CECs usually took on the initia-
tive in the fieid heiping to move it forward - sometimes
even through a ,period of disillusion“ (when original
enthusiasm vanished facing difficulties of financially and
Lpolitically“ not rewarding work) - into the next ,period
of institutionalisation“. Within this period, besides the
ECs establishment and work, also the first teaching insti-
tutions of medical ethics/bioethics have gradually been
called into the existence (university or postgraduate
institutes or chairs of medical ethics or bioethics), star-
ting the undergraduate and even postgraduate program-
mes for medical students, students of nursing, and other
health care professionals. Some of the original ,ethics
working/discussion groups“ developed themselves into
various types of associations on a ,scientific“, professio-
nal or confessional basis (e.g. medial ethics or bioethics
societies, charities, associations of christian physicians
and health professionals, pro-life associations, hospice
promotion groups, etc.).

Help from abroad - the pharmaceutical
industry, international organisations

Interestingly, the international inspiration and influen-
ce have been of utmost importance in the promotion of
ECs (predominantly or solely of REC type) in CEE coun-
tries. In this respect, the pharmaceutical industry has
played a major role, mostly at the local level, requiring
the principles of Good Clinical Practice (GCP) and
Helsinki Declaration (HD) be respected in clinical trials’
preparation, conduct, evaluation and reporting. [3] At
the beginning, it did a lot for the education of
researchers, members of ECs, and even - of the state
authorities. The international corporations were fol-
lowed closely by domestic firms. All parties involved in
the ,clinical trials business“ were concerned to have the
»,GCP job“ done properly, at least from the formal point
of view.

In parallel, the activities and initiatives of international
organisations and agencies, such as the Council of Euro-
pe (especially its Steering Committee on Bioethics, the
COMETH network of CECs, the specialised DEBRA Prog-
ram), the World Health Organisation (Target No. 38 of its
»Health for All till the Year 2000“ Programme), later on
also the European Commission (especially its activities
directed towards the ,pre-accession countries®) were
aiming to bring changes at the governmental and legisla-
tion level.

At the same time, several internationally respected
institutions or charities, such as The Hastings Center
(Garrison, N.Y., USA; through its Eastern European Prog-
ramme), Albert Schweitzer Institute for Humanities (Ham-
den, CT, USA; through international conferences and
workshops in CEE countries), the Open Society Funds
(numerous activities sponsored by Mr. George Soros), as
well as many pro-life and liberal international associa-
tions have been active in medical ethics/bioethics in CEE
region.

These activities contributed substantially to the legal
developments, and also boosted the education and per-
sonal growth of new scholars and professionals to enter
medical ethics/bioethics field, including ECs. [5]

Outlook for the future: possibly more
ethics despite drawbacks

Despite some shortcomings and drawbacks, a lot has
already been achieved in CEE countries as far as ECs’
establishment and work is concerned. In some countries
the progress made has been surprisingly swift and sys-
tematic (e.g. Hungary, Czech Republic, Slovakia, Slovenia
(in this country, building on a unique tradition already
present for decades), and others). The major pitfalls
were mostly due to the missing, weak or unclear legal
backing of ECs’ establishment and work; lack of educa-
tion and training of their members; insufficient support
from health care administrators; misconceptions concer-
ning their mission, procedures, scope of responsibility,
and reporting; insufficient or missing funding; low profile
societal esteem for ECs’ work; but some drawbacks were
due also to the underdeveloped ‘dialogic’ culture of the
impartial discussion and democratic discourse in the
‘post-totalitarian’ CEE transition countries. [7, 8]

The future of ECs in CEE transition countries could
be seen as bound to the countries’ integration and har-
monization efforts towards research, health systems, and
other international structures in Europe and beyond. Tho-
se are, hopefully, heading towards more unity, coopera-
tion and exchange, while respecting differences and na-
tional or local traditions and concerns. After passing through
various ‘childhood diseases’ of their institutionalization,
as briefly outlined above, I am convinced, ECs in CEE
transition countries may turn from struggling with ‘pro-
cedurals’ and different shortcomings, towards dealing
with ‘the ethical’ problems and quandaries brought to
them by the very life of the communities, where they
have been established. Hopefully, they may also serve as
a dialogue promoting and enhancing points: mediating
between the professionals - be these physicians, resear-
chers, nurses, health administrators, or others - and the
patients, their relatives, and also the worried or ignorant
public. The achievements of ECs in this respect will be
directly dependent on the success or failure in building
of the overall free, democratic, open, dialogic and tole-
rant culture in their respective countries. [8] The promo-
tion of the culture of life for the new century and milleni-
um recently entered. This would need, as a must, an ex-
tensive and non-discriminatory international partner-
ship, exchange and co-operation.
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Abstrakt

Glasa, J.: Establishment and work of ethics committees in Central and
Eastern European countries. [ZaloZenie a ¢innost etickych komisii v kra-
jinich strednej a vichodnej Eurépy.] Med. Eth. Bioet., 9, 2002, No. 1 -2, p.
9 - 12. Skutoc¢né reformné tusilie v oblasti mediciny a zdravotnickej
starostlivosti v krajinach strednej a vychodnej Eur6py (SVE) neustile
prindsa vyznamné a provokujuce problémy pre nanovo zrodené disci-
pliny medicinskej etiky (alebo bioetiky). St vtelené v rasticom mnoZstve
novych etickych otdzok, pojmov, koncepcii a debit, ktoré prindsa vyvoj,
konflikty a ,skuto¢ny Zivot“ zdravotnickych systémov (ZS) a biomedicin-
skych vied v tychto krajinach. Urcita cast tohto etického usilia, rozdielna
z krajiny na krajinu, sa viaZe na zaloZenie a aktivity etickych komisii (EK)
alebo podobnych ttvarov. Objavili sa v rozlicnom pocte, zloZeni a Case,
s rozdielnymi kompetenciami, postupmi prace, legislativnym zaistenim a
zodpovednostou takmer vo vSetkych krajinich SVE. MoZno ich povaZovat
za ,terénne pracovné miesta“ medicinskej etiky/bioetiky v ramci ZS a
struktur bio-medicinskeho vyskumu v tychto krajinich. Napriek mnohym
tazkostiam a problémom sa uzZ mnoho v tejto oblasti dosiahlo. V nie-
ktorych krajinach bol pokrok v prici EK zvlast rychly a systematicky.
Hlavné problémy boli zapri¢inené chybajicim, nedostato¢nym alebo
nejasnym pravnym zakotvenim EK; nedostatkom vzdelania a skdsenosti
¢lenov EK; nedostato¢nou podporou zo strany riadiacich Struktar zdra-
votnictva; nedorozumeniami ohladom poslania, pracovnych postupov,
miery zodpovednosti EK; nizkym ohodnotenim price EK zo strany verej-
nosti; avSak niektoré tazkosti vyplyvali aj z nedostatoc¢ne rozvinutej
Jkultary dialogu“ v mnohych ,posttotalitnych“ krajinich SVE. Buducnost
EK v krajinach SVE je spojena s pokracujucimi integra¢nymi a harmonizac-
nymi snahami tychto krajin vo¢i vyskumnym, zdravotnickym a inym
medzindrodnym Struktiram v Eurépe i za jej hranicami. To si vyziada
rozsiahlu, nediskriminujicu medzinirodnu spolupricu a Zivd vymenu
odbornych skusenosti. Klticové slovi: etické komisie, transformujtce sa
krajiny, strednd a vychodna Eurépa, zaloZenie a ¢innost, biomedicinsky
vyskum, zdravotnicke systémy, integrac¢né usilie.
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DIRECTIVE 2001/20/EC

of the European Parliament
and of the Council of 4 April 2001

on the approximation of the laws, regulations
and administrative provisions of the Member
States relating to the implementation of good
clinical practice in the conduct of clinical trials
on medicinal products for human use

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF
THE EUROPEAN UNION,Having regard to the Treaty
establishing the European Community, and in particular
Article 95 thereof,Having regard to the proposal from
the Commission (1)

Having regard to the opinion of the Economic and Social
Committee (2)

Acting in accordance with the procedure laid down in
Article 251 of the Treaty (3)

Whereas:

(1) Council Directive 65/65/EEC of 26 January 1965
on the approximation of provisions laid down by law,
regulation or administrative action relating to medicinal
products (4) requires that applications for authorisation

to place a medicinal product on the market should be
accompanied by a dossier containing particulars and docu-
ments relating to the results of tests and clinical trials car-
ried out on the product. Council Directive 75/318/EEC of
20 May 1975 on the approximation of the laws of
Member States relating to analytical, pharmaco-toxicologi-
cal and clinical standards and protocols in respect of the
testing of medicinal products (5) lays down uniform
rules on the compilation of dossiers including their pre-
sentation.

(2) The accepted basis for the conduct of clinical trials
in humans is founded in the protection of human rights
and the dignity of the human being with regard to the
application of biology and medicine, as for instance
reflected in the 1996 version of the Helsinki Declaration.
The clinical trial subject’s protection is safeguarded through
risk assessment based on the results of toxicological
experiments prior to any clinical trial, screening by ethics
committees and Member States’ competent authorities,
and rules on the protection of personal data.

(3) Persons who are incapable of giving legal consent
to clinical trials should be given special protection. It is
incumbent on the Member States to lay down rules to this
effect. Such persons may not be included in clinical trials
if the same results can be obtained using persons capable
of giving consent. Normally these persons should be
included in clinical trials only when there are grounds
for expecting that the administering of the medicinal
product would be of direct benefit to the patient, there-
by outweighing the risks. However, there is a need for
clinical trials involving children to improve the treat-
ment available to them. Children represent a vulnerable
population with developmental, physiological and psy-
chological differences from adults, which make age- and
development- related research important for their bene-
fit. Medicinal products, including vaccines, for children
need to be tested scientifically before widespread use.
This can only be achieved by ensuring that medicinal
products which are likely to be of significant clinical va-
lue for children are fully studied. The clinical trials requi-
red for this purpose should be carried out under condi-
tions affording the best possible protection for the sub-
jects. Criteria for the protection of children in clinical trials
therefore need to be laid down.

(4) In the case of other persons incapable of giving
their consent, such as persons with dementia, psychiatric
patients, etc., inclusion in clinical trials in such cases
should be on an even more restrictive basis. Medicinal
products for trial may be administered to all such indivi-
duals only when there are grounds for assuming that the
direct benefit to the patient outweighs the risks. More-
over, in such cases the written consent of the patient’s
legal representative, given in cooperation with the treat-
ing doctor, is necessary before participation in any such
clinical trial.

(5) The notion of legal representative refers back to
existing national law and consequently may include natu-
ral or legal persons, an authority and/or a body provided
for by national law.

(6) In order to achieve optimum protection of health,
obsolete or repetitive tests will not be carried out, whet-
her within the Community or in third countries. The har-
monisation of technical requirements for the develop-
ment of medicinal products should therefore be pursued
through the appropriate fora, in particular the Interna-
tional Conference on Harmonisation.

(7) For medicinal products falling within the scope of
Part A of the Annex to Council Regulation (EEC) No
2309/93 of 22 July 1993 laying down Community proce-
dures for the authorisation and supervision of medicinal
products for human and veterinary use and establishing
a European Agency for the Evaluation of Medicinal Pro-
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ducts (6), which include products intended for gene
therapy or cell therapy, prior scientific evaluation by the
European Agency for the Evaluation of Medicinal Pro-
ducts (hereinafter referred to as the ,Agency®), assisted
by the Committee for Proprietary Medicinal Products, is
mandatory before the Commission grants marketing
authorisation. In the course of this evaluation, the said
Committee may request full details of the results of the
clinical trials on which the application for marketing
authorisation is based and, consequently, on the manner
in which these trials were conducted and the same Com-
mittee may go so far as to require the applicant for such
authorisation to conduct further clinical trials. Provision
must therefore be made to allow the Agency to have full
information on the conduct of any clinical trial for such
medicinal products.

(8) A single opinion for each Member State concer-
ned reduces delay in the commencement of a trial without
jeopardising the well-being of the people participating in
the trial or excluding the possibility of rejecting it in spe-
cific sites.

(9) Information on the content, commencement and
termination of a clinical trial should be available to the
Member States where the trial takes place and all the other
Member States should have access to the same informa-
tion. A European database bringing together this infor-
mation should therefore be set up, with due regard for
the rules of confidentiality.

(10) Clinical trials are a complex operation, generally
lasting one or more years, usually involving numerous
participants and several trial sites, often in different Mem-
ber States. Member States’ current practices diverge con-
siderably on the rules on commencement and conduct of
the clinical trials and the requirements for carrying them
out vary widely. This therefore results in delays and com-
plications detrimental to effective conduct of such trials
in the Community. It is therefore necessary to simplify
and harmonise the administrative provisions governing
such trials by establishing a clear, transparent procedure
and creating conditions conducive to effective coordina-
tion of such clinical trials in the Community by the autho-
rities concerned.

(11) As a rule, authorisation should be implicit, i.e. if
there has been a vote in favour by the Ethics Committee
and the competent authority has not objected within a
given period, it should be possible to begin the clinical
trials. In exceptional cases raising especially complex
problems, explicit written authorisation should, however,
be required.

(12) The principles of good manufacturing practice
should be applied to investigational medicinal products.

(13) Special provisions should be laid down for the
labelling of these products.

(14) Non-commercial clinical trials conducted by re-
searchers without the participation of the pharmaceuti-
cals industry may be of great benefit to the patients con-
cerned. The Directive should therefore take account of
the special position of trials whose planning does not
require particular manufacturing or packaging processes,
if these trials are carried out with medicinal products
with a marketing authorisation within the meaning of
Directive 65/65/EEC, manufactured or imported in accor-
dance with the provisions of Directives 75/319/EEC and
91/356/EEC, and on patients with the same characteris-
tics as those covered by the indication specified in this
marketing authorisation. Labelling of the investigational
medicinal products intended for trials of this nature should
be subject to simplified provisions laid down in the good
manufacturing practice guidelines on investigational
products and in Directive 91/356/EEC.

(15) The verification of compliance with the stan-
dards of good clinical practice and the need to subject

data, information and documents to inspection in order
to confirm that they have been properly generated, re-
corded and reported are essential in order to justify the
involvement of human subjects in clinical trials.

(16) The person participating in a trial must consent
to the scrutiny of personal information during inspec-
tion by competent authorities and properly authorised
persons, provided that such personal information is trea-
ted as strictly confidential and is not made publicly availab-
le.

(17) This Directive is to apply without prejudice to
Directive 95/46/EEC of the European Parliament and of
the Council of 24 October 1995 on the protection of in-
dividuals with regard to the processing of personal data
and on the free movement of such data (7).

(18) It is also necessary to make provision for the mo-
nitoring of adverse reactions occurring in clinical trials
using Community surveillance (pharmacovigilance) pro-
cedures in order to ensure the immediate cessation of
any clinical trial in which there is an unacceptable level
of risk.

(19) The measures necessary for the implementation
of this Directive should be adopted in accordance with
Council Decision 1999/468/EC of 28 June 1999 laying
down the procedures for the exercise of implementing
powers conferred on the Commission(8),

HAVE ADOPTED THIS DIRECTIVE:

Article 1

Scope

1. This Directive establishes specific provisions re-
garding the conduct of clinical trials, including multicent-
re trials, on human subjects involving medicinal pro-
ducts as defined in Article 1 of Directive 65/65/EEC, in
particular relating to the implementation of good clinical
practice. This Directive does not apply to non-interven-
tional trials.

2. Good clinical practice is a set of internationally re-
cognised ethical and scientific quality requirements which
must be observed for designing, conducting, recording
and reporting clinical trials that involve the participation
of human subjects. Compliance with this good practice
provides assurance that the rights, safety and well-being
of trial subjects are protected, and that the results of the
clinical trials are credible.

3. The principles of good clinical practice and detai-
led guidelines in line with those principles shall be adop-
ted and, if necessary, revised to take account of technical
and scientific progress in accordance with the procedure
referred to in Article 21(2).These detailed guidelines
shall be published by the Commission.

4. All clinical trials, including bioavailability and bioe-
quivalence studies, shall be designed, conducted and
reported in accordance with the principles of good clini-
cal practice.

Article 2

Definitions

For the purposes of this Directive the following defini-
tions shall apply:

(@) ,clinical trial“: any investigation in human subjects
intended to discover or verity the clinical, pharmacologi-
cal and/or other pharmacodynamic effects of one or mo-
re investigational medicinal product(s), and/or to identi-
fy any adverse reactions to one or more investigational
medicinal product(s) and/or to study absorption, distribu-
tion, metabolism and excretion of one or more investiga-
tional medicinal product(s) with the object of ascertai-
ning its (their) safety and/or efficacy;

This includes clinical trials carried out in either one
site or multiple sites, whether in one or more than one
Member State;
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(b) ,multi-centre clinical trial“: a clinical trial conduc-
ted according to a single protocol but at more than one
site, and therefore by more than one investigator, in
which the trial sites may be located in a single Member
State, in a number of Member States and/or in Member
States and third countries;

(©) ,non-interventional trial“: a study where the medi-
cinal product(s) is (are) prescribed in the usual manner
in accordance with the terms of the marketing authorisa-
tion. The assignment of the patient to a particular thera-
peutic strategy is not decided in advance by a trial proto-
col but falls within current practice and the prescription
of the medicine is clearly separated from the decision to
include the patient in the study. No additional diagnostic
or monitoring procedures shall be applied to the patients
and epidemiological methods shall be used for the analy-
sis of collected data;

(d) ,investigational medicinal product®: a pharmaceu-
tical form of an active substance or placebo being tested
or used as a reference in a clinical trial, including pro-
ducts already with a marketing authorisation but used or
assembled (formulated or packaged) in a way different
from the authorised form, or when used for an unautho-
rised indication, or when used to gain further informa-
tion about the authorised form;

(e) ,sponsor®: an individual, company, institution or
organisation which takes responsibility for the initiation,
management and/or financing of a clinical trial;

(@ ,investigator: a doctor or a person following a pro-
fession agreed in the Member State for investigations be-
cause of the scientific background and the experience in
patient care it requires. The investigator is responsible
for the conduct of a clinical trial at a trial site. If a trial is
conducted by a team of individuals at a trial site, the
investigator is the leader responsible for the team and
may be called the principal investigator;

(g) ,investigator’s brochure“: a compilation of the
clinical and non-clinical data on the investigational medi-
cinal product or products which are relevant to the study
of the product or products in human subjects;

(h) ,protocol“: a document that describes the objec-
tive(s), design, methodology, statistical considerations
and organisation of a trial. The term protocol refers to
the protocol, successive versions of the protocol and pro-
tocol amendments;

(D ,subject*: an individual who participates in a clini-
cal trial as either a recipient of the investigational medici-
nal product or a control;

(j) ,informed consent*: decision, which must be writ-
ten, dated and signed, to take part in a clinical trial, taken
freely after being duly informed of its nature, significan-
ce, implications and risks and appropriately documen-
ted, by any person capable of giving consent or, where
the person is not capable of giving consent, by his or her
legal representative; if the person concerned is unable to
write, oral consent in the presence of at least one witness
may be given in exceptional cases, as provided for in
national legislation.

(k) ,ethics committee“: an independent body in a Mem-
ber State, consisting of healthcare professionals and non-
medical members, whose responsibility it is to protect
the rights, safety and wellbeing of human subjects invol-
ved in a trial and to provide public assurance of that pro-
tection, by, among other things, expressing an opinion
on the trial protocol, the suitability of the investigators
and the adequacy of facilities, and on the methods and
documents to be used to inform trial subjects and obtain
their informed consent;

(D ,inspection®: the act by a competent authority of
conducting an official review of documents, facilities,
records, quality assurance arrangements, and any other
resources that are deemed by the competent authority to

be related to the clinical trial and that may be located at
the site of the trial, at the sponsor’s and/or contract re-
search organisation’s facilities, or at other establishments
which the competent authority sees fit to inspect;

(m) ,adverse event“: any untoward medical occurren-
ce in a patient or clinical trial subject administered a me-
dicinal product and which does not necessarily have a
causal relationship with this treatment;

(n) ,adverse reaction“: all untoward and unintended
responses to an investigational medicinal product related
to any dose administered;

(0) ,serious adverse event or serious adverse reaction:
any untoward medical occurrence or effect that at any
dose results in death, is life-threatening, requires hospi-
talisation or prolongation of existing hospitalisation,
results in persistent or significant disability or incapacity,
or is a congenital anomaly or birth defect;

(p) ,unexpected adverse reaction“: an adverse reac-
tion, the nature or severity of which is not consistent
with the applicable product information (e.g. investiga-
tor’s brochure for an unauthorised investigational pro-
duct or summary of product characteristics for an autho-
rised product).

Article 3

Protection of clinical trial subjects

1. This Directive shall apply without prejudice to the
national provisions on the protection of clinical trial sub-
jects if they are more comprehensive than the provisions
of this Directive and consistent with the procedures and
time-scales specified therein. Member States shall, insofar
as they have not already done so, adopt detailed rules to
protect from abuse individuals who are incapable of gi-
ving their informed consent.

2. A clinical trial may be undertaken only if, in particular:

(a) the foreseeable risks and inconveniences have
been weighed against the anticipated benefit for the in-
dividual trial subject and other present and future pa-
tients. A clinical trial may be initiated only if the Ethics
Committee and/or the competent authority comes to the
conclusion that the anticipated therapeutic and public
health benefits justify the risks and may be continued
only if compliance with this requirement is permanently
monitored;

(b) the trial subject or, when the person is not able to
give informed consent, his legal representative has had
the opportunity, in a prior interview with the investiga-
tor or a member of the investigating team, to understand
the objectives, risks and inconveniences of the trial, and
the conditions under which it is to be conducted and has
also been informed of his right to withdraw from the
trial at any time;

(©) the rights of the subject to physical and mental
integrity, to privacy and to the protection of the data con-
cerning him in accordance with Directive 95/46/EC are
safeguarded;

(d) the trial subject or, when the person is not able to
give informed consent, his legal representative has given
his written consent after being informed of the nature,
significance, implications and risks of the clinical trial; if
the individual is unable to write, oral consent in the pre-
sence of at least one witness may be given in exceptional
cases, as provided for in national legislation;

(e) the subject may without any resulting detriment
withdraw from the clinical trial at any time by revoking
his informed consent;

(H) provision has been made for insurance or indemni-
ty to cover the liability of the investigator and sponsor.

3. The medical care given to, and medical decisions
made on behalf of, subjects shall be the responsibility of
an appropriately qualified doctor or, where appropriate,
of a qualified dentist.
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4. The subject shall be provided with a contact point
where he may obtain further information.

Article 4

Clinical trials on minors

In addition to any other relevant restriction, a clinical
trial on minors may be undertaken only if:

(@) the informed consent of the parents or legal repre-
sentative has been obtained; consent must represent the
minor’s presumed will and may be revoked at any time,
without detriment to the minor;

(b) the minor has received information according to
its capacity of understanding, from staff with experience
with minors, regarding the trial, the risks and the bene-
fits;

(©) the explicit wish of a minor who is capable of for-
ming an opinion and assessing this information to refuse
participation or to be withdrawn from the clinical trial at
any time is considered by the investigator or where
appropriate the principal investigator;

(d) no incentives or financial inducements are given
except compensation;

(e) some direct benefit for the group of patients is
obtained from the clinical trial and only where such re-
search is essential to validate data obtained in clinical trials
on persons able to give informed consent or by other
research methods; additionally, such research should
either relate directly to a clinical condition from which
the minor concerned suffers or be of such a nature that it
can only be carried out on minors;

() the corresponding scientific guidelines of the
Agency have been followed,;

(g) clinical trials have been designed to minimise
pain, discomfort, fear and any other foreseeable risk in
relation to the disease and developmental stage; both the
risk threshold and the degree of distress have to be spe-
cially defined and constantly monitored;

(h) the Ethics Committee, with paediatric expertise
or after taking advice in clinical, ethical and psychosocial
problems in the field of paediatrics, has endorsed the
protocol; and

(D the interests of the patient always prevail over tho-
se of science and society.

Article 5

Clinical trials on incapacitated adults not able to give
informed legal consent

In the case of other persons incapable of giving infor-
med legal consent, all relevant requirements listed for
persons capable of giving such consent shall apply. In
addition to these requirements, inclusion in clinical trials
of incapacitated adults who have not given or not refu-
sed informed consent before the onset of their incapaci-
ty shall be allowed only if:

(a) the informed consent of the legal representative
has been obtained; consent must represent the subject’s
presumed will and may be revoked at any time, without
detriment to the subject;

(b) the person not able to give informed legal con-
sent has received information according to his/her capa-
city of understanding regarding the trial, the risks and
the benefits;

(©) the explicit wish of a subject who is capable of
forming an opinion and assessing this information to
refuse participation in, or to be withdrawn from, the
clinical trial at any time is considered by the investigator
or where appropriate the principal investigator;

(d) no incentives or financial inducements are given
except compensation;

(e) such research is essential to validate data obtained
in clinical trials on persons able to give informed consent
or by other research methods and relates directly to a

life-threatening or debilitating clinical condition from
which the incapacitated adult concerned suffers;

() clinical trials have been designed to minimise pain,
discomfort, fear and any other foreseeable risk in rela-
tion to the disease and developmental stage; both the risk
threshold and the degree of distress shall be specially
defined and constantly monitored;

(g) the Ethics Committee, with expertise in the rele-
vant disease and the patient population concerned or
after taking advice in clinical, ethical and psychosocial
questions in the field of the relevant disease and patient
population concerned, has endorsed the protocol;

(h) the interests of the patient always prevail over
those of science and society; and

(i) there are grounds for expecting that administering
the medicinal product to be tested will produce a benefit to
the patient outweighing the risks or produce no risk at all.

Article 6

Ethics Committee

1. For the purposes of implementation of the clinical
trials, Member States shall take the measures necessary
for establishment and operation of Ethics Committees.

2. The Ethics Committee shall give its opinion, before
a clinical trial commences, on any issue requested.

3. In preparing its opinion, the Ethics Committee shall
consider, in particular:

(@) the relevance of the clinical trial and the trial design;

(b) whether the evaluation of the anticipated benefits
and risks as required under Article 3(2)(a) is satisfactory
and whether the conclusions are justified,;

(©) the protocol;

(d) the suitability of the investigator and supporting staff;

(e) the investigator’s brochure;

(P) the quality of the facilities;

(g) the adequacy and completeness of the written
information to be given and the procedure to be fol-
lowed for the purpose of obtaining informed consent
and the justification for the research on persons inca-
pable of giving informed consent as regards the specific
restrictions laid down in Article 3;

(h) provision for indemnity or compensation in the
event of injury or death attributable to a clinical trial;

(i) any insurance or indemnity to cover the liability of
the investigator and sponsor;

(§) the amounts and, where appropriate, the arrange-
ments for rewarding or compensating investigators and
trial subjects and the relevant aspects of any agreement
between the sponsor and the site;

(k) the arrangements for the recruitment of subjects.

4. Notwithstanding the provisions of this Article, a
Member State may decide that the competent authority it
has designated for the purpose of Article 9 shall be
responsible for the consideration of, and the giving of an
opinion on, the matters referred to in paragraph 3(h), (i)
and (j) of this Article. When a Member State avails itself of
this provision, it shall notify the Commission, the other
Member States and the Agency.

5. The Ethics Committee shall have a maximum of 60
days from the date of receipt of a valid application to
give its reasoned opinion to the applicant and the com-
petent authority in the Member State concerned.

6. Within the period of examination of the applica-
tion for an opinion, the Ethics Committee may send a sing-
le request for information supplementary to that already
supplied by the applicant. The period laid down in para-
graph 5 shall be suspended until receipt of the supple-
mentary information.

7. No extension to the 60-day period referred to in
paragraph 5 shall be permissible except in the case of trials
involving medicinal products for gene therapy or soma-
tic cell therapy or medicinal products containing geneti-
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cally modified organisms. In this case, an extension of a
maximum of 30 days shall be permitted. For these pro-
ducts, this 90-day period may be extended by a further
90 days in the event of consultation of a group or a com-
mittee in accordance with the regulations and proce-
dures of the Member States concerned. In the case of
xenogenic cell therapy, there shall be no time limit to the
authorisation period.

Article 7

Single opinion

For multi-centre clinical trials limited to the territory
of a single Member State, Member States shall establish a
procedure providing, notwithstanding the number of
Ethics Committees, for the adoption of a single opinion
for that Member State.

In the case of multi-centre clinical trials carried out in
more than one Member State simultaneously, a single
opinion shall be given for each Member State concerned
by the clinical trial.

Article 8

Detailed guidance

The Commission, in consultation with Member States
and interested parties, shall draw up and publish detailed
guidance on the application format and documentation
to be submitted in an application for an ethics commit-
tee opinion, in particular regarding the information that
is given to subjects, and on the appropriate safeguards
for the protection of personal data.

Article 9

Commencement of a clinical trial

1. Member States shall take the measures necessary to
ensure that the procedure described in this Article is fol-
lowed for commencement of a clinical trial. The sponsor
may not start a clinical trial until the Ethics Committee
has issued a favourable opinion and inasmuch as the
competent authority of the Member State concerned has
not informed the sponsor of any grounds for non-accep-
tance. The procedures to reach these decisions can be
run in parallel or not, depending on the sponsor.

2. Before commencing any clinical trial, the sponsor
shall be required to submit a valid request for authorisa-
tion to the competent authority of the Member State in
which the sponsor plans to conduct the clinical trial.

3. If the competent authority of the Member State
notifies the sponsor of grounds for non-acceptance, the
sponsor may, on one occasion only, amend the content
of the request referred to in paragraph 2 in order to take
due account of the grounds given. If the sponsor fails to
amend the request accordingly, the request shall be con-
sidered rejected and the clinical trial may not commence.

4. Consideration of a valid request for authorisation
by the competent authority as stated in paragraph 2 shall
be carried out as rapidly as possible and may not exceed
60 days. The Member States may lay down a shorter pe-
riod than 60 days within their area of responsibility if
that is in compliance with current practice. The compe-
tent authority can nevertheless notify the sponsor before
the end of this period that it has no grounds for non-
acceptance. No further extensions to the period referred
to in the first subparagraph shall be permissible except
in the case of trials involving the medicinal products lis-
ted in paragraph 6, for which an extension of a maxi-
mum of 30 days shall be permitted. For these products,
this 90-day period may be extended by a further 90 days
in the event of consultation of a group or a committee in
accordance with the regulations and procedures of the
Member States concerned. In the case of xenogenic cell
therapy there shall be no time limit to the authorisation
period.

5. Without prejudice to paragraph 6, written authori-
sation may be required before the commencement of
clinical trials for such trials on medicinal products which
do not have a marketing authorisation within the mea-
ning of Directive 65/65/EEC and are referred to in Part A
of the Annex to Regulation (EEC) No 2309/93, and other
medicinal products with special characteristics, such as
medicinal products the active ingredient or active ingre-
dients of which is or are a biological product or biologi-
cal products of human or animal origin, or contains bio-
logical components of human or animal origin, or the
manufacturing of which requires such components.

6. Written authorisation shall be required before com-
mencing clinical trials involving medicinal products for
gene therapy, somatic cell therapy including xenogenic
cell therapy and all medicinal products containing gene-
tically modified organisms. No gene therapy trials may be
carried out which result in modifications to the subject’s
germ line genetic identity.

7. This authorisation shall be issued without preju-
dice to the application of Council Directives 90/219/EEC
of 23 April 1990 on the contained use of genetically modi-
fied micro-organisms(9) and 90/220/EEC of 23 April
1990 on the deliberate release into the environment of
genetically modified organisms(10).

8. In consultation with Member States, the Commis-
sion shall draw up and publish detailed guidance on:

(@) the format and contents of the request referred to
in paragraph 2 as well as the documentation to be sub-
mitted to support that request, on the quality and manu-
facture of the investigational medicinal product, any toxi-
cological and pharmacological tests, the protocol and
clinical information on the investigational medicinal
product including the investigator’s brochure;

(b) the presentation and content of the proposed
amendment referred to in point (a) of Article 10 on sub-
stantial amendments made to the protocol;

(©) the declaration of the end of the clinical trial.

Article 10

Conduct of a clinical trial

Amendments may be made to the conduct of a clini-
cal trial following the procedure described hereinafter:

(a) after the commencement of the clinical trial, the
sponsor may make amendments to the protocol. If those
amendments are substantial and are likely to have an
impact on the safety of the trial subjects or to change the
interpretation of the scientific documents in support of
the conduct of the trial, or if they are otherwise signifi-
cant, the sponsor shall notify the competent authorities
of the Member State or Member States concerned of the
reasons for, and content of, these amendments and shall
inform the ethics committee or committees concerned
in accordance with Articles 6 and 9.

On the basis of the details referred to in Article 6(3)
and in accordance with Article 7, the Ethics Committee
shall give an opinion within a maximum of 35 days of
the date of receipt of the proposed amendment in good
and due form. If this opinion is unfavourable, the spon-
sor may not implement the amendment to the protocol.
If the opinion of the Ethics Committee is favourable
and the competent authorities of the Member States
have raised no grounds for non-acceptance of the
abovementioned substantial amendments, the sponsor
shall proceed to conduct the clinical trial following the
amended protocol. Should this not be the case, the
sponsor shall either take account of the grounds for
non-acceptance and adapt the proposed amendment to
the protocol accordingly or withdraw the proposed
amendment;

(b) without prejudice to point (a), in the light of the
circumstances, notably the occurrence of any new event

16

ME&B 9 (1-2) 2002



relating to the conduct of the trial or the development of
the investigational medicinal product where that new
event is likely to affect the safety of the subjects, the
sponsor and the investigator shall take appropriate
urgent safety measures to protect the subjects against
any immediate hazard. The sponsor shall forthwith
inform the competent authorities of those new events
and the measures taken and shall ensure that the Ethics
Committee is notified at the same time;

(c) within 90 days of the end of a clinical trial the
sponsor shall notify the competent authorities of the
Member State or Member States concerned and the
Ethics Committee that the clinical trial has ended. If the
trial has to be terminated early, this period shall be
reduced to 15 days and the reasons clearly explained.

Article 11

Exchange of information

1. Member States in whose territory the clinical trial
takes place shall enter in a European database, accessible
only to the competent authorities of the Member States,
the Agency and the Commission:

(@) extracts from the request for authorisation refer-
red to in Article 9(2);

(b) any amendments made to the request, as provided
for in Article 9(3);

(c) any amendments made to the protocol, as provi-
ded for in point a of Article 10;

(d) the favourable opinion of the Ethics Committee;

(e) the declaration of the end of the clinical trial; and

(f) a reference to the inspections carried out on con-
formity with good clinical practice.

2. At the substantiated request of any Member State,
the Agency or the Commission, the competent authority
to which the request for authorisation was submitted
shall supply all further information concerning the clini-
cal trial in question other than the data already in the
European database.

3. In consultation with the Member States, the Commis-
sion shall draw up and publish detailed guidance on the
relevant data to be included in this European database,
which it operates with the assistance of the Agency, as
well as the methods for electronic communication of the
data. The detailed guidance thus drawn up shall ensure
that the confidentiality of the data is strictly observed.

Article 12

Suspension of the trial or infringements

1. Where a Member State has objective grounds for
considering that the conditions in the request for autho-
risation referred to in Article 9(2) are no longer met or
has information raising doubts about the safety or scien-
tific validity of the clinical trial, it may suspend or prohi-
bit the clinical trial and shall notify the sponsor thereof.

Before the Member State reaches its decision it shall,
except where there is imminent risk, ask the sponsor
and/or the investigator for their opinion, to be delivered
within one week.

In this case, the competent authority concerned shall
forthwith inform the other competent authorities, the
Ethics Committee concerned, the Agency and the Commis-
sion of its decision to suspend or prohibit the trial and of
the reasons for the decision.

2. Where a competent authority has objective grounds
for considering that the sponsor or the investigator or
any other person involved in the conduct of the trial no
longer meets the obligations laid down, it shall forthwith
inform him thereof, indicating the course of action which
he must take to remedy this state of affairs. The compe-
tent authority concerned shall forthwith inform the
Ethics Committee, the other competent authorities and
the Commission of this course of action.

Article 13

Manufacture and import of investigational medicinal
products

1. Member States shall take all appropriate measures
to ensure that the manufacture or importation of investi-
gational medicinal products is subject to the holding of
authorisation. In order to obtain the authorisation, the
applicant and, subsequently, the holder of the authorisa-
tion, shall meet at least the requirements defined in
accordance with the procedure referred to in Article 21(2).

2. Member States shall take all appropriate measures
to ensure that the holder of the authorisation referred to
in paragraph 1 has permanently and continuously at his
disposal the services of at least one qualified person who,
in accordance with the conditions laid down in Article
23 of the second Council Directive 75/319/EEC of 20
May 1975 on the approximation of provisions laid down
by law, regulation or administrative action relating to
proprietary medicinal products(11), is responsible in
particular for carrying out the duties specified in para-
graph 3 of this Article.

3. Member States shall take all appropriate measures
to ensure that the qualified person referred to in Article
21 of Directive 75/319/EEC, without prejudice to his
relationship with the manufacturer or importer, is res-
ponsible, in the context of the procedures referred to in
Article 25 of the said Directive, for ensuring:

(@) in the case of investigational medicinal products
manufactured in the Member State concerned, that each
batch of medicinal products has been manufactured and
checked in compliance with the requirements of Commis-
sion Directive 91/356/EEC of 13 June 1991 laying down
the principles and guidelines of good manufacturing
practice for medicinal products for human use(12), the
product specification file and the information notified
pursuant to Article 9(2) of this Directive;

(b) in the case of investigational medicinal products
manufactured in a third country, that each production
batch has been manufactured and checked in accordan-
ce with standards of good manufacturing practice at least
equivalent to those laid down in Commission Directive
91/356/EEC, in accordance with the product specifica-
tion file, and that each production batch has been chec-
ked in accordance with the information notified pur-
suant to Article 9(2) of this Directive;

(©) in the case of an investigational medicinal product
which is a comparator product from a third country, and
which has a marketing authorisation, where the docu-
mentation certifying that each production batch has been
manufactured in conditions at least equivalent to the
standards of good manufacturing practice referred to
above cannot be obtained, that each production batch
has undergone all relevant analyses, tests or checks nece-
ssary to confirm its quality in accordance with the infor-
mation notified pursuant to Article 9(2) of this Directive.
Detailed guidance on the elements to be taken into account
when evaluating products with the object of releasing
batches within the Community shall be drawn up pur-
suant to the good manufacturing practice guidelines, and
in particular Annex 13 to the said guidelines. Such guide-
lines will be adopted in accordance with the procedure
referred to in Article 21(2) of this Directive and publis-
hed in accordance with Article 19a of Directive 75/319/EEC.
Insofar as the provisions laid down in (a), (b) or (c) are
complied with, investigational medicinal products shall
not have to undergo any further checks if they are
imported into another Member State together with batch
release certification signed by the qualified person.

4. In all cases, the qualified person must certify in a
register or equivalent document that each production
batch satisfies the provisions of this Article. The said regis-
ter or equivalent document shall be kept up to date as
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operations are carried out and shall remain at the dispo-
sal of the agents of the competent authority for the period
specified in the provisions of the Member States con-
cerned. This period shall in any event be not less than
five years.

5. Any person engaging in activities as the qualified
person referred to in Article 21 of Directive 75/319/EEC
as regards investigational medicinal products at the time
when this Directive is applied in the Member State whe-
re that person is, but without complying with the condi-
tions laid down in Articles 23 and 24 of that Directive,
shall be authorised to continue those activities in the
Member State concerned.

Article 14

Labelling

The particulars to appear in at least the official lan-
guage(s) of the Member State on the outer packaging of
investigational medicinal products or, where there is no
outer packaging, on the immediate packaging, shall be
published by the Commission in the good manufacturing
practice guidelines on investigational medicinal pro-
ducts adopted in accordance with Article 19a of Direc-
tive 75/319/EEC.

In addition, these guidelines shall lay down adapted
provisions relating to labelling for investigational medici-
nal products intended for clinical trials with the follo-
wing characteristics:

- the planning of the trial does not require particular
manufacturing or packaging processes;

- the trial is conducted with medicinal products with,
in the Member States concerned by the study, a marke-
ting authorisation within the meaning of Directive 65/65/EEC,
manufactured or imported in accordance with the provi-
sions of Directive 75/319/EEC;

- the patients participating in the trial have the same
characteristics as those covered by the indication speci-
fied in the abovementioned authorisation.

Article 15

Verification of compliance of investigational medici-
nal products with good clinical and manufacturing prac-
tice

1. To verify compliance with the provisions on good
clinical and manufacturing practice, Member States shall
appoint inspectors to inspect the sites concerned by any
clinical trial conducted, particularly the trial site or sites,
the manufacturing site of the investigational medicinal
product, any laboratory used for analyses in the clinical
trial and/or the sponsor’s premises.

The inspections shall be conducted by the competent
authority of the Member State concerned, which shall
inform the Agency; they shall be carried out on behalf of
the Community and the results shall be recognised by all
the other Member States. These inspections shall be coor-
dinated by the Agency, within the framework of its po-
wers as provided for in Regulation (EEC) No 2309/93. A
Member State may request assistance from another
Member State in this matter.

2. Following inspection, an inspection report shall be
prepared. It must be made available to the sponsor while
safeguarding confidential aspects. It may be made availab-
le to the other Member States, to the Ethics Committee
and to the Agency, at their reasoned request.

3. At the request of the Agency, within the framework
of its powers as provided for in Regulation (EEC) No
2309/93, or of one of the Member States concerned, and
following consultation with the Member States con-
cerned, the Commission may request a new inspection
should verification of compliance with this Directive
reveal differences between Member States.

4. Subject to any arrangements which may have been

concluded between the Community and third countries,
the Commission, upon receipt of a reasoned request from
a Member State or on its own initiative, or a Member
State may propose that the trial site and/or the sponsor’s
premises and/or the manufacturer established in a third
country undergo an inspection. The inspection shall be
carried out by duly qualified Community inspectors.

5. The detailed guidelines on the documentation rela-
ting to the clinical trial, which shall constitute the master
file on the trial, archiving, qualifications of inspectors
and inspection procedures to verify compliance of the
clinical trial in question with this Directive shall be adop-
ted and revised in accordance with the procedure refer-
red to in Article 21(2).

Article 16

Notification of adverse events

1. The investigator shall report all serious adverse
events immediately to the sponsor except for those that
the protocol or investigator’s brochure identifies as not
requiring immediate reporting. The immediate report
shall be followed by detailed, written reports. The imme-
diate and follow-up reports shall identify subjects by
unique code numbers assigned to the latter.

2. Adverse events and/or laboratory abnormalities
identified in the protocol as critical to safety evaluations
shall be reported to the sponsor according to the repor-
ting requirements and within the time periods specified
in the protocol.

3. For reported deaths of a subject, the investigator
shall supply the sponsor and the Ethics Committee with
any additional information requested.

4. The sponsor shall keep detailed records of all adver-
se events which are reported to him by the investigator
or investigators. These records shall be submitted to the
Member States in whose territory the clinical trial is being
conducted, if they so request.

Article 17

Notification of serious adverse reactions

1. (@) The sponsor shall ensure that all relevant infor-
mation about suspected serious unexpected adverse
reactions that are fatal or life-threatening is recorded and
reported as soon as possible to the competent authorities
in all the Member States concerned, and to the Ethics
Committee, and in any case no later than seven days after
knowledge by the sponsor of such a case, and that rele-
vant follow-up information is subsequently communica-
ted within an additional eight days.

(b) All other suspected serious unexpected adverse
reactions shall be reported to the competent authorities
concerned and to the Ethics Committee concerned as
soon as possible but within a maximum of fifteen days of
first knowledge by the sponsor.

(c) Each Member State shall ensure that all suspected
unexpected serious adverse reactions to an investigatio-
nal medicinal product which are brought to its attention
are recorded.

(d) The sponsor shall also inform all investigators.

2. Once a year throughout the clinical trial, the spon-
sor shall provide the Member States in whose territory
the clinical trial is being conducted and the Ethics Com-
mittee with a listing of all suspected serious adverse reac-
tions which have occurred over this period and a report
of the subjects’ safety.

3. (@) Each Member State shall see to it that all sus-
pected unexpected serious adverse reactions to an inves-
tigational medicinal product which are brought to its
attention are immediately entered in a European data-
base to which, in accordance with Article 11(1), only the
competent authorities of the Member States, the Agency
and the Commission shall have access.

18

ME&B 9 (1-2) 2002



(b) The Agency shall make the information notified
by the sponsor available to the competent authorities of
the Member States.

Article 18

Guidance concerning reports

The Commission, in consultation with the Agency,
Member States and interested parties, shall draw up and
publish detailed guidance on the collection, verification
and presentation of adverse event/reaction reports, to-
gether with decoding procedures for unexpected serious
adverse reactions.

Article 19

General provisions

This Directive is without prejudice to the civil and
criminal liability of the sponsor or the investigator. To
this end, the sponsor or a legal representative of the spon-
sor must be established in the Community.

Unless Member States have established precise condi-
tions for exceptional circumstances, investigational medi-
cinal products and, as the case may be, the devices used
for their administration shall be made available free of
charge by the sponsor.

The Member States shall inform the Commission of
such conditions.

Article 20

Adaptation to scientific and technical progress

This Directive shall be adapted to take account of scien-
tific and technical progress in accordance with the pro-
cedure referred to in Article 21(2).

Article 21

Committee procedure

1. The Commission shall be assisted by the Standing
Committee on Medicinal Products for Human Use, set up
by Article 2b of Directive 75/318/EEC (hereinafter refer-
red to as the Committee).

2. Where reference is made to this paragraph, Articles
5 and 7 of Decision 1999/468/EC shall apply, having
regard to the provisions of Article 8 thereof.

The period referred to in Article 5(6) of Decision
1999/468/EC shall be set at three months.

3. The Committee shall adopt its rules of procedure.

Article 22

Application

1. Member States shall adopt and publish before 1
May 2003 the laws, regulations and administrative provi-
sions necessary to comply with this Directive. They shall
forthwith inform the Commission thereof.

They shall apply these provisions at the latest with
effect from 1 May 2004.

When Member States adopt these provisions, they
shall contain a reference to this Directive or shall be accom-
panied by such reference on the occasion of their official
publication. The methods of making such reference shall
be laid down by Member States.

2. Member States shall communicate to the Commis-
sion the text of the provisions of national law which they
adopt in the field governed by this Directive.

Article 23

Entry into force

This Directive shall enter into force on the day of its
publication in the Official Journal of the European Com-
munities.

Article 24
Addressees
This Directive is addressed to the Member States.

Done at Luxembourg, 4 April 2001.

For the European Parliament For the Council
The President The President
N. Fontaine B. Rosengren
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a priezviska vSetkych autorov prispevku (vratane ich akademic-
kych titulov), ndzov pracoviska (pracovisk) autora (autorov)
s uvedenim mena a priezviska veduceho pracoviska (vratane ti-
tulov). Povodna ako aj prehladova prica ma byt doplnend vy-
stiznym suhrnom, napisanym v rozsahu cca 10 - 20 riadkov,
a zoznamom kl'icovych slov (v slovendine aj v anglictine). (Re-
dakcia zabezpeci preklady suhrnov iba v osobitnych pripa-
doch.)

5. Citovana literatdra sa usporadtva abecedne podla priez-
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INSTRUCTIONS FOR AUTHORS

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.

2. Authors are encouraged to submit manuscripts also writ-
ten on a diskette by using a common PC text editor (e.g. T602,
Word Perfect, MS Word, etc.) - the name of the author, text file
and the text editor used should be indicated on the label of the
diskette.

3. Size of contributions: a) original articles and reviews: up
to 10 text pages (including the list of references) and 5 pieces
of enclosures (pictures, figures, tables), b) letters to the editor,
book reviews, news, reports from scientific meetings, etc.: up
to 4 text pages and 2 pieces of enclosures.

4. Title page of the manuscript should indicate the title of
the contribution, names (incl. academic titles), institutions and
addresses of all authors. Original as well as a review article
should be accompanied by an abstract (size about 10 - 20 lines)
and a list of key words in Slovak and English. (In some cases
the translation of the abstract could be provided by the Edito-
rial Office.)

5. References should be given in an alphabetical order
according to the surname and initial(s) of other name(s) of the
first author. Quotations in the text should be made by indica-
ting the order number of the reference [in the brackets].

Individual references should be given according to the ten-
tative examples given here:

a) journal articles: 1. Masura, J., Kopac, L., Sedlak, V., et al.: Pro-
blém parenterdlnej vyZivy u pacientov v perzistujicom vegetativ-
nom stave - etické aspekty. ME&B, Vol. 1, 1994, No. 2, p. 12 - 14.

b) articles in the book: Johnson, V.: Persistent vegetative sta-
te - medical aspects. In: Shaw, T. S. (ed.): Persistent vegetative
state. Irwin Books Ltd., Bratislava, 1994, 386 pages, p. 31 - 49.

6. Documentation of the manuscript could comprise pictu-
res (ev. good quality photos, or negatives), figures and tables.
Every item should be enclosed on a separate sheet of paper
(not included in the text), made up in a good quality. Au-
thor’s name, type of documentation (picture, table, figure) and
its order number should be indicated overleaf.

7. Manuscripts should be mailed as two complete copies
(including documentation) to the address of the editor. In the
accompanying letter the address of author to whom the corres-
pondence should be directed (incl. telephone, or fax numbers),
as well as a complete list of other authors together with the na-
mes of institutions and authors’addresses should be indicated.

The letter should contain also the statement on the origina-
lity of submitted manuscript (i. e. that it has not yet been
published or submitted for publication elsewhere).

8. Manuscripts submitted should be formulated in a fi-
nal form. Original papers as well as review articles are sub-
jected to the peer review process before their acceptance
for publication.

9. Editorial Board reserves itself the right to make necessary
editorial changes of the manuscript (including its title), to
shorten the original text, or returning the manuscript to the
author for adjustments according to the recommendations of
the reviewers.

10. Editorial Board reserves itself the right to determine
the order and final adjustment of the manuscripts for the
publication.

11. Manuscripts that do not meet the overall conception of
the journal, or those not prepared according to the Instruc-
tions for Authors and recommendations of reviewers cannot
be accepted for the publication.

12. According to the non-profit character of the journal the
authors of manuscripts published are not entitled to any finan-
cial honorarium.
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