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Thomas Percival
(1740-1804)

Born in Warrington in 1740, the son of a local merchant, Thomas Percival
chose to follow the profession of his grandfather and uncles - that of a physi-
cian. Both of his parents died when he was a very young boy, and he was rai-
sed by a sister. He was educated at Warrington Grammar School and at War-
rington Academy. Later he followed by studying Medicine at Edinburgh Uni-
versity, where he came into contact with several Scottish intellectuals, inclu-
ding David Hume.

On graduation, Percival returned to Warrington, where he married and es-
tablished a medical practice, though in 1767 he moved the practice to Man-
chester. He was a prolific author, and apart from several childrens’ stories, he
published two volumes of essays: “Essays, Medical and Experimental” in 1767,
and “Essays, Medical, Philosophical and Experimental” in 1773 - both books
found popular praise from the critics. In 1770, concerned by the high rate of
mortality in Manchester, he began to study death records in an attempt to dis-
cover the causes.

He isolated several now self-evident causes - poverty, malnourishment and
lack of public hygiene. He made specific proposals for the more detailed and
accurate keeping of official death records. His work caused him to develop a
great deal of sympathy for the poor of Manchester, and he became more in-
volved in reforms aimed at correcting the worst effects of poverty - these
included reforming the conditions of work in factories.

Percival was instrumental in 1781 in setting up the Manchester Literary
and Philosophical Society, which he started in his own home. It grew so large
that another meeting place had soon to be found. Percival was President of
the Society for the most part of his life.

In 1803, Percival published a document on medical ethics; this laid down
strict rules of conduct for medical practitioners. His Code was the basis of the
“Code of Ethics of the American Medical Association” drawn up in 1849. A
man of great charisma, Percival numbered Voltaire and Diderot amongst his
friends. Thomas Percival died in 1804.

A monument to his memory stands in Warrington Parish Church, and an
inscribed tablet can be found in the rooms of the Literary & Philosophical
Society in Manchester.

Text taken from: A Virtual Encyclopaedia of Greater Manchester in the Third Millennium,
http;//raq2168.uk2net.com/celebs/scientists1.html
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of Lithuania, Kaunas, Vilnius, Lithuania

Introduction

The culture of death embodies a total misunderstan
ding of the nature of the human person, a denial of the
innate dignity of persons. The denial of this truth causes
a crisis in ethics. Sometimes there are very good reasons
why we have the right even the obligation to allow the
dying to die their own death. But there is a world of diffe-
rence between allowing or permitting death and delibe-
rately setting out to bring death about. So it is very im-
portant to show the real nature of euthanasia in order to
avoid confusing terminology.

We will try to show why euthanasia is wrong by sho-
wing, first, how seriously false its anthropology is; se-
cond, how its consequentialist/proportionalist methodo-
logy is simply unworkable; and third, later on we will
show the consequences that follow from accepting the
presuppositions of pro-euthanasia leaders (developing
the “slippery slope” argument).

I. False Anthropology

The defence of euthanasia presupposes that there is
such a thing as a life not worth living and that it is moral-
ly right to bring death about if this is necessary to protect
the higher good of human dignity. For proponents of
euthanasia, human bodily life is of itself not an intrinsic
good of the person but merely an instrumental good for
the person, i.e., the consciously experiencing subject. The
ethics of euthanasia holds that all human lives are not of
equal value but only lives of a certain “quality.” It is “main-
tained that a human being must possess a number of
presently exercisable capacities in order to be counted
as a person. Somebody lacking those abilities also lacks
the rights which properly belong to persons - including
the ‘right to life.”” (1) Moreover, they are defending a per-
son’s right “to determine the manner of their dying, since
persons are entitled to dignity, and certain conditions of
dying are incompatible with dignity and worth, and that
lives lived under certain conditions are lives which can-
not be respected, are lives which lack dignity.” (2)

For proponents of euthanasia, it seems crucial that
one should be able to judge certain human beings’ lack
of dignity and worth. For them, to kill these people is to
do them a benefit: “it is to terminate pathetic existences;
such killings are said to be merciful.” (3) The Christian
understanding of persons includes the truth that man is
also spirit and in life differs from the life of the other ani-
mals. The proponents of euthanasia define the word
“person” wrongly in terms of characteristics which may co-
me and go, and which are a matter of degree.

A Working Party Report contains such comparison:

“A piece of iron gets magnetised and so becomes a mag-
net; later it may get demagnetised and stops being a mag-
net, though it is still the same piece of iron. If indeed you
explain the word ‘person’ as meaning someone €.g. who

can talk (has self-consciousness) and lead a social life
(have inter-personal relations), you may say that some-
one can be the same human being but no longer a per-
son. It does not come so easy to say ‘since he can no lon-
ger do such-and-such, he no longer has rights, and it is in
order to kill him.” (4)

It is clear that you cannot be killing a human being
and not be killing a person. The dignity, which belongs
to humans, is not because of ‘good condition’ but simply
because of the kind of beings they are: spirit as well as
flesh. And “because man is spirit, talk of the quality of his
life is not an adequate basis for deciding to suppress his
existence.” Therefore, “the full meaning of any part of any-
one’s existence eludes our understanding; judgements
about that meaning cannot reasonably provide the basis
for a decision to move someone from existence to non-
existence in this world.” (5)

The ethics of euthanasia, according to May, “involves
the weighing or commensurating of human goods and
choosing some, for instance, dignity or personal integri-
ty, and rejecting or repudiating others, namely, life itself
- and he continues, saying: “But no created human good
is the summum bonum, the absolute good, and no crea-
ted human good is an evil. Those who justify suicide and
mercy killing claim that we can rightfully choose death -
an evil that is privative of the good of life - for the sake
of the ‘higher’ or ‘greater’ good of dignity or integrity. They
thus maintain that life as such is not a good that is wor-
thy of human choice, and they erect the goods of dignity
and personal integrity into absolute goods, that is, goods
whose protection and preservation is so important that
they can justify our repudiation of other basic human
goods. (6)

It is clear that these goods are not comparable and
cannot be weighed one against the other. All our goods,
including life itself, merit our love and respect. We can
say that euthanasia itself is dehumanising, and it is not at
all “dying with dignity.”

We have to say that on the one hand we reject those
‘quality of life’ judgements which are intended to identi-
fy death itself as a good to be pursued, but on the other
hand we do not deny that judgements which can (but
need not) be called ‘quality of life’ judgements do enter
into the process of medical decision making. In the latter
case, the doctor makes some sort of comparison between
the benefits and the risks and burdens for the patient
that will or may accrue from the specific treatment
under consideration. And this comparison is inevitably
made against the background of the patient’s present and
likely condition and prognosis. It focuses, and must be
kept focused, on the advantages and disadvantages of
specific possible treatments, given their effects, side ef-
fects, and outcome. But it does not inquire about the worth-
whileness of the patient’s being alive at all. (7)

A Working Party Report makes a distinction in the
decision resulting from the non-euthanasiast and eutha-
nasiast practical reflection: “The decision resulting from
the non-euthanasiast practical reflection may be that no
possible specific treatment is now, for this patient, worth-
while. And that decision may be arrived at in the know-
ledge that untreated, the patient will probably die some-
what earlier than he would if treated. And indeed that
consequence of the decision may be accepted without reg-
ret, and with the feeling, expressed or unexpressed, that
death will bring relief to that patient. Still, such a deci-
sion can be perfectly reasonable and morally proper. But it
would be euthanasiast, and so morally improper, if it used
the judgement that death would bring relief, or that the
patient’s life was no longer worth living, or that the pa-
tient’s prospective quality of life was too poor, as the ba-
sis for a decision to regard death as the objective, or an
objective, of the treatments to be decided on.” (8)
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The other big problem of the ethics of euthanasia is
in a false understanding of the human person. As May says:
“For them, man is not an indissoluble union of body and
soul; he is the Cartesian ghost in a machine, for they re-
‘gard man’s humanity as exhausted by his consciousness
and rationality, and his body and biological life as a sub-
personal, subhuman component, part of a ‘world of natu-
re’ over which the rational and conscious agent has comp-
lete dominion.” (9) We see that this view of man is in-
compatible with the biblical and Christian understan-
ding of the human person.

Here it is worthwhile to take a deeper look at dualism
and what influence it makes to morality. According to Chris-
tian faith and sound philosophy, human beings are ani-
mals, but they are animals who are radically different in
kind from other kinds of animals. They are different be-
cause they can do things that other animals cannot do at
all, i.e., speak in propositional sentences, judge the truth
or falsity of propositions, and make free choices. And in or-
der to account for their capacity to do these things, it is
absolutely necessary to infer that there is present, within
the entitative or ontological make-up of the human ani-
mal something utterly lacking in the entitative make-up
of other animals, i.e., a spiritual or nonmaterial principle
- the soul. They are, in other words, persons.

But human persons, insofar as they are in truth ani-
mals, are not spirit persons. Rather, they are body per-
sons, sexually differentiated into male and female. When
God created man, he did not create a conscious subject
aware of itself and capable of relating to other selves, to
whom he then gave a “body structure.” Rather, when God
created man to his own image, “male and female he crea-
ted them.” (10) He created man as living flesh, and when
his only-begotten Son became man in order to show the
depths of the Father’s love for this special creature, he be-
came flesh. (11)

We are not selves having and using bodies. According
to Grisez, “we are bodies — we are rational, sentient, or-
ganic bodies,” and “the fact remains that the human per-
son is a certain, special kind of body.” But dualistic theo-
ry “would frankly state that a person owns and uses a bo-
dy, but that a person is not a body.” (12)

Moreover, he says: “In the light of the teaching of faith
that the human person becomes by adoption a member
of the divine family (cf. Rom. 8:14-17) and a participant
in divinity (cf. II Pet. 1:4), we also can conclude that the
organic life and the biological process of the human bo-
dy belong to divine life. Moreover, ‘belong to’ here means
inclusion, not merely possession. Human biological pro-
cesses are not possessions and instruments of the per-
son. And as dogma of the Assumption makes clear, the
person as body is destined for heavenly glory.” (13)

According to St. Thomas Aquinas, the human person
is a unity and the body is the person who is to be saved.
Germain Grisez gives a synthetic treatise of St. Thomas
on this matter in his Summa Theologica, 1, q.78: “The
human soul, which is the person’s intellectual principle,
is united to the body as form. As form of the body, the
soul is not merely a moving principle of the body. Nor is
the soul an agent of which the body is instrument.
Rather, the soul is an intrinsic principle of the human
person. The soul makes the person be the body he or she
is. Nor is there any other form, which makes the body be
body than the soul by which the person has the capaci-
ties of intellect and free choice. Each person has his own
soul; substantial unity excludes many individuals having
the same soul. Since the soul and the body are not dis-
tinct entities, no link is needed to unite soul and body.
The human soul, as a formal part of the body, makes the
entire human body be a person; the entire soul is present
in every part of the body.” (14)

But we see the separation of the unity of body and

soul in classical philosophy. The atheistic or humanistic
worldview sees people as autonomous self-ruling biologi-
cal entities whose life’s purpose is pleasure, and whose
end is complete extinction. This view logically results in
a self-centred hedonism that sees life as utilitarian, i.e.,
valuable only for what it offers. The logical conclusion of
this perspective, generally denied by most people who
hold this view, is nihilism - “is that all there is?”

According to this perspective, life should not be con-
tinued unless it is a wanted life. This dualism is the basis
of contemporary evaluations of human actions and atti-
tudes regarding organic human life and sexuality. If the
person really is not his body, then the destruction of the
life of the body is not directly and in itself an attack on a
value intrinsic to the human person. It leads to very sad
consequences when the lives of the unborn, the hope-
lessly insane, the “vegetating” senile, and the lives of tho-
se who no longer can engage in praxis or problem sol-
ving become lives no longer meaningful, no longer value-
able, no longer inviolable. (15) For proponents of dualis-
tic theory, the body and its members, our organs and
their functions belong to physical nature, and they con-
sider that physical nature is not the person. Everything of
moral significance for them is exclusively located within
the person. From this statement follows an erroneous
understanding of superiority of intelligent abilities over
physical nature, and namely bodily life itself. It opens the
door to such crimes as abortion, euthanasia, etc.

Thus, human bodily life is not something subhuman
or subpersonal, part of the world of nature over which
man, the person, has been given dominion. Rather, the
human body and human bodily life are integral to the
human person; they are goods of the person, not merely
goods for the person. A human person comes into being
when a living human body comes into being and remains
a being until that living human body ceases to exist.

II. False Methods of Moral Judgement

The proponents of euthanasia give a very false dualis-
tic anthropology using the consequentialist/proportiona-
list method. We call this ethics “consequentialism” be-
cause it focuses upon states of affairs consequent upon
choices and their execution. This theory is also called
“proportionalism” because what is the most central to it
is its appeal to the proportion of good and bad as a basis for
moral judgement. (16) The proponents of this method of
moral judgement use a comparative evaluation of the
benefits (goods or values) and harms (bads or disvalues)
promised by the various alternatives of choice. Accor-
ding to them, one ought to choose the possibility, which
offers the best proportion of good to bad.

Grisez notes that “the human goods (and bads) whose
proportions are to be compared exist for proportiona-
lists only in the sum total of their concrete instances.” (17)
By this he means that proportionalists focus attention on
the actual realisation of these goods in definite states of
affairs. They look upon them as goals to be achieved.
Grisez criticises this understanding of the human goods
because it fails to appreciate the truth that “all of the
basic human goods have a certain reality - they deter-
mine persons existentially - simply in being chosen.” (18)

This understanding, in other words, fails to take se-
riously the self-determining character of free choice.
According to May, “a proportionate reason or good is
needed to justify doing deeds that effect evil, but the pro-
portionate good that serves as the end to be achieved
does not suffice to render deeds good and right” and “if
we take the significance of our deeds seriously, as revela-
tory of our being and as shaping our identity, we must
conclude that if we directly will or intend an evil, such as
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death, we show that we are willing to take on as part of
our moral identity the identity of evildoers, for evil is
what we do if it is an evil that cannot be intended.” (19)
In the case of euthanasia, no redescription (“showing
compassion,” “preserving human dignity,” etc.) can con-
ceal the reality of killing because this evil (death) is
brought about directly intended or willed.

For they deny moral absolutes, some acts which are
intrinsically evil; in some moral dilemmas they accept
these acts which are normally prohibited as morally
acceptable in the presence of a proportionate good. (20)
But how can a moral theory, which claims to be a cohe-
rent one, condone the doing of evil to achieve good? Mo-
reover, “judging the moral character of an action princi-
pally on the basis of hoped-for results is, at best, ambi-
guous and, at worst, an exercise in futility,” and our daily
human experience “proves how difficult it is to accurate-
ly predict the results or consequences that will flow from
our actions, especially in the context of moral dilemma-
tic situations.” (21)

That the theory is absurd and incoherent Grisez
shows by proving that two conditions to be met which
proportionalism requires are simply not compatible.
What are these conditions? The first is “that a moral
judgement is to be made, which means both that a choi-
ce must be made and a morally wrong option could be
chosen.” The second is “that the option which promises
the definitely superior proportion of good to bad be
knowable.” (22)

Grisez puts it this way: “If the first condition is met
and the morally wrong option could be chosen, then its
morally acceptable alternative must be known. Otherwi-
se one could not choose wrongly, for one chooses wrong-
ly only when one knows which option one ought to choo-
se and chooses a different option. But when the first
condition is met, the second cannot be. A person who
chooses an alternative, which promises less, cannot
know the option, which promises the definitely superior
proportion of good to bad. If the superior option were
known as superior, its inferior alternative simply could
not be chosen. Any reason for choosing it would be a bet-
ter reason for choosing the superior option. Whenever
one really knows that one possibility is definitely supe-
rior in terms of the proportion of good to bad it promises,
any alternative simply falls away.” (23)

In other words, to choose, alternatives must be avai-
lable alternatives; however, they exist only when the
goods promised by them are incommensurable. Were
they commensurable, one alternative would be known to
be definitely superior, and the attraction of the other
alternatives would disappear, and they would no longer
remain as alternatives.

III. Slippery Slope Argument

In order to show the danger, which follows from the
theories carried out by proponents of euthanasia, here it
is worthwhile to examine a principal argument used
years ago against euthanasia. This argument has different
metaphorical expressions, namely, “thin edge of the
wedge,” “the first step on the slippery slope,” “the foot in
the door,” “the camel’s nose under the tent.” This argu-
ment forces us to consider whether unacceptable harms
may result from attractive and apparently innocent first
steps. It means that legitimisation of some forms of
action will lead to other acts or practices that are morally
objectionable. (24) The first step down the “slippery
slope” is the hardest, but it will find itself moving so
quickly that it will be very difficult to stop or turn back.

In other words, the “slippery slope” affects us in sub-
tle increments, which in themselves seem not only harm-

» o«

less but often as helpful individual steps. Yet once we
take the first step, we may be half way down the slope to
the next step. We can end up at the bottom of tragic im-
morality without even realising how we got to a place
that would have shocked us at first. (25) The sad examp-
le of how “slippery slope” operates in reality is the his-
tory of abortion. If technology can help actually abort a
foetus easily and safely, then why not do it for women
facing a life-threatening pregnancy? Next, the victims of
rape and incest were included: why should these victims
have to endure the trauma of bearing an unwanted child?
Supporting arguments soon focused on the problem of
other “unwanted pregnancies.” Abortions became com-
mon during the second and even third trimester (as par-
tial birth abortions). (26) The technology today enables
us to prolong life in different ways. But some fear that
there is a possibility of being forced to endure an unnatu-
ral, lingering dying process and/or have our bodies kept
functioning longer after we die.

Usually a typical picture is drawn of an old man tied
down in bed, in constant pain, clearly dying. He has tu-
bes in every natural body orifice and in several artificial
ones. The doctor is keeping him alive, perhaps to obtain
alarger fee, perhaps because the doctor does not want to
admit that he is losing the battle for this man’s life. This is
echoed commonly in retirement communities where se-
nior citizens can be heard to say, ‘I don’t want you to keep
me alive with all those tubes. When my time comes, let
me go.” (27)

And here proponents of euthanasia find good soil to sow
their deadly seeds. Here it is worth noticing that patients
who are dying will go on to die regardless of whether
treatment is given or not, but dying patients are really
not the ones whom the proponents of “assisted suicide”
and euthanasia have in their sights. They are looking for
people who are not in pain, on life support systems, but
are by their judgements a burden. It could be people
who have had strokes, multiple sclerosis, Alzheimer’s dis-
ease. These are people who someone thinks ought to die
but who won’t. The proponents of euthanasia want them
to get dead. (28) Many euthanasia activists consider the
“Living Will” just the first step on the road to all kinds of
euthanasia. (29) They know that if they can get society to
make the first critical step, all of the subsequent steps - no
matter how many or how long they are - will be much
easier. Once a society accepts the “Living Will,” it comple-
tely changes the measuring of human worth. “The quality
of life” ethic changes the focus from the spiritual to the
physical, mental, emotional. A person’s usefulness to
society, to his family, and even to himself is measured by
the condition of his body and his mind. Once the propo-
nents of euthanasia make this transformation from the
“sanctity of life” ethic to the “quality of life” ethic, they can
justify anything behind the masks of “compassion” and
“altruism.” (30) After a “Living Will” as the first step in
the pro-euthanasia strategy follows the other - passive
euthanasia - followed by assisted suicide and active volun-
tary euthanasia. The last step would be on the very bot-
tom - involuntary euthanasia. The other steps became a
reality when Dr. Jack Kevorkian had assisted in the sui-
cides of scores of people. The goal of pro-euthanasia ac-
tivists is a world - wide “right to die.” But as Brian Clo-
wes says: “As we learned with contraception and abortion,
when the courts extend a new ‘fundamental human
right’ to one group of people, it is unconstitutional to de-
ny it to other groups of people. This means that if incur-
ably ill people receive a ‘right’ to euthanasia, it is inevi-
table that the courts will quickly expand the ‘right’ to
include every citizen in the United States. Anti-lifers first
justified the contraception and abortion ‘rights’ under
the ‘hard cases’ ... and within 5 years expanded them to in-
clude any reason whatever and at any time during preg-
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nancy. Right now, they are justifying euthanasia for the
‘hard cases’ of terminally ill and comatose people and tho-
se suffering unbearable pain. The anti-lifers will inevitab-
ly expand the ‘right’ to euthanasia, just as they did with
abortion, so that anyone of any age will be able to kill
themselves with the ‘aid’ of a ‘Doctor Death’ for any rea-
son whatsoever.” (31)

The authorising of killing patients for their own bene-
fit (according to proponents of euthanasia) when they
are suffering excruciating pain or have a bleak future could
open the door to a policy of killing patients for the sake
of social benefits such as reducing financial burdens.
Voluntary euthanasia might open the door to non-volun-
tary and perhaps involuntary euthanasia. The danger in
permitting some killing is that it would habituate people
to doing and to accepting killing in general. (32)

If direct killing of a competent individual at his or
her own request becomes a legal right, the simple appli-
cation of these now accepted legal principles might well
legalise direct killing of those who have made no such
request. This will occur without any further policy deci-
sion by voters or legislators - simply by the action of the
courts when an appropriate case is heard. (33) Legalisa-
tion of voluntary active euthanasia will directly bring about
legalisation of non-voluntary euthanasia.

Society might gradually move in the form of killing
handicapped new - born to avoid social and familial bur-
dens. There could be a general reduction of respect for
human life as a result of the official removal of barriers to
killing. Unfortunately, the principle is formulated in terms
of quality of life or meaningful life. Sometimes it is for-
mulated in terms of the naturalness and goodness of death.
Sometimes it is formulated negatively and brutally by
talking about certain non-competent persons as vegetab-
les or cabbages. (34)

The holocaust under Nazi rule continues to serve as a
powerful vision of the bottom of the slippery slope for a
society that adopts mercy killing. The Nazis started by ac-
cepting euthanasia for the incurably ill and then moved
on to their policies of genocide: “Whatever proportions
[the Nazi] crimes finally assumed, it became evident to
all who investigated them that they had started from small
beginnings. The beginnings at first were merely a subtle
shift in emphasis in the basic attitude of the physicians. It
started with the acceptance of the attitude, basic in the
euthanasia movement, that there is such a thing as life
not worthy to be lived. This attitude in its early stages
concerned itself merely with the severely and chronically
sick. Gradually the sphere of those to be included in this
category was enlarged to encompass the socially unpro-
ductive, the ideologically unwanted, the racially unwan-
ted, and finally all non-Germans. But it is important to
realise that the infinitely small wedged-in lever from which
this entire trend of mind received its impetus was the atti-
tude toward the unrehabilitable sick.” (35)

The Nazi program did not begin with voluntary eu-
thanasia. The Nazis did proceed from more to less restric-
ted non-voluntary euthanasia, and they proceeded from
non-voluntary euthanasia to genocide. Although this prog-
ram was called euthanasia, the term simply camouflaged
mass murder. Non voluntary euthanasia involves a very se-
rious injustice right from the beginning. (36)

“As the euthanasia movement rolls on in many Wes-
tern countries,” Brian Clowes stresses, “those who combat
the ‘culture of death’ must learn from those who made grie-
vous mistakes regarding the value of human life.” (37)

As we see, the “slippery slope” danger is real; “The ca-
mel’s nose does get under the tent; once opened, the mo-
vement of the door to death by human choice may be
constantly widening, and likely a never narrowing move-
ment.” (38) And it does not matter how we will call cer-
tain action - voluntary, non-voluntary, or involuntary

euthanasia, or physician-assisted suicide - we see that
what connects them is homicide. Beginning with an
exceptional permission of euthanasia out of pity for a termi-
nally ill person who requests it, there is a move towards
granting power to euthanise anyone whose life is dee-
med unworthy of being lived. Once it has been agreed to
violate the principle of the absolute respect for life, once
its sacredness and unmanipulability have been repudia-
ted, then somebody else has power over the life and death
of disabled people. It could even become a “duty” to take
the moral responsibility for putting an end to such “use-
less” and burdensome lives. It is a great injustice “when
certain people, such as physicians or legislators, arrogate
to themselves the power to decide who ought to live and
who ought to die”. Moreover, “the act of euthanasia ap-
pears all the more perverse if it is carried out by those, li-
ke relatives, who are supposed to treat a family member with
patience and love, or by those, such as doctors, who by vir-
tue of their specific profession are supposed to care for the
sick person even in the most painful terminal stages.” (39)

Conclusion

We see “in the earthly life of each individual human
being, however damaged, a weight and significance such
that the termination of that life can never rightly be cho-
sen as a means of advancing overall human welfare - not
even the welfare of that damaged individual himself.”
(40) For Christians, life is God’s gift, and its end is to be
determined by Him. God is sovereign over life and death:
we have no jurisdiction in this area; therefore, we have
no mandate to end lives.

God’s dominion includes all of life, which means that
suffering is a part of God’s providence. Therefore, suffe-
ring that cannot be relieved by modern medical means is to
be accepted as from the hand of a loving God who knows
what he is doing, even when we do not understand. In loo-
king at suffering and impending death, the Christian should
see God’s sovereign hand and purpose, as well as the oppor-
tunity for ministering to the weak and vulnerable.
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Abstract

Human beings are made in the image and likeness of God
and are therefore of intrinsic worth or value, beyond all prices.
Almost all Christian pro-life arguments spring from the fountain
of personal dignity. Euthanasia would make moral sense only if
it were possible to say, morally, that this dignity had vanished.
To commit euthanasia is to act with the specific intention that
somebody should be nobody. This is the fundamental error of
all immorality in human relations. To commit euthanasia is to
fail to see the intrinsic worth or dignity of the person. The
judgement that what has worth, intrinsically, somehow does not
have worth, is both logically and morally wrong. The ethics of
euthanasia is based on dualistic anthropology and wrong moral
presuppositions underlying the defence of euthanasia, namely,
proportionalism and consequentialism. The basic claim of pro-
ponents of the ethics of euthanasia is that human persons are
consciously experiencing subjects whose dignity consists of
their ability to make choices and to determine their own lives.
Bodily life, according to them, is a condition for personal life
because without bodily life one cannot be a consciously expe-
riencing subject. It means that bodily life is distinct from per-
sonal life. Thus, the body and bodily life are instrumental goods,
goods for the person, not goods of the person. It thus follows
that there can be such a thing as a life not worth living — one
can judge that bodily life itself is useless or burdensome, and
when it is, the person, i.e., the consciously experiencing subject,
is at liberty to free himself of this useless burden. Today a key in
fighting euthanasia and assisted suicide is better care for the
sick and dying. The dignity of the sick cannot be erased by ill-
ness and suffering. Such procedures are not private decisions;
they affect the who-le society. Death with dignity, in the end, is
the realisation that human beings are also spiritual beings. We
have to promote the way of caring for the dying in which mercy
is extended to the patients without inducing death.

Key words: euthanasia, physician - assisted suicide, anthro-
pology, proportionalism/ consequentialism, morality, slippery
slope, palliative care.

Abstrakt

Ludské bytosti st stvorené na obraz a podobu BoZiu, a preto
maju vlastna vnatorna (intrinsic) hodnotu, ktora je presahuje
kazdé bezné ocenenie. Temer vsetky krestanské ‘pro-life* argu-
menty vyvieraju z pramena dostojnosti ¢loveka. Eutanazia by moh-
la nadobudnit moralny zmysel iba vtedy, ak by bolo mozné tvr-
dit, moralne, Ze tito dostojnost sa pominula. Spachat eutaniaziu
znamend konat v $pecifickom amysle, aby sa ‘niekto‘ stal ‘nikym".
Toto je zikladny omyl kazdej nemoralnosti v [udskych vztahoch.
Vykonat eutaniziu znamena popriet vantutorni hodnotu a dostoj-
nost danej Tudskej osoby. Usudok, Ze nieco, ¢o m4 hodnotu, ju
zarovefl aj nemd, je logicky aj morilne chybny. Etika eutanazie sa
zaklada na dualistickej antropolégii a chybnych morilnych pred-
pokladoch, poskytujtcich ziaklad pre obhajobu eutanizie, t.j. na
proporcionalizme a konzekvencionalizme. Zikladné tvrdenie
zastancov etiky eutandzie je, Ze ludské osoby si vedome vnima-
juce subjekty, ktorych dostojnost spociva v schopnosti rozhodo-
vat sa a ovplyviiovat svoj vlastny Zivot. Telesny Zivot, podla nich,
je podmienkou osobného Zivota, pretoZe bez telesného Zivota
niekto nemoZe byt vedome vnimajicim subjektom. To znameni,
Ze telesny Zivot je odliSny od Zivota osoby. Potom telo a telesny
Zivot su instrumentilne dobri, dobrd pre osobu, nie dobra oso-
by. Z toho vyplyva, Ze m0ze existovat “Zivot, ktory nema hodno-
tu, aby sa Zil”. Potom mozno tvrdit, Ze telesny Zivot je zbytocny
alebo zataZujuci, a ked je to tak, potom osoba, t.j. vedome vnima-
juci subjekt, je slobodnd v tom, aby sa ‘oslobodila‘ od tohoto od
tejto zbytocnej zdtaze. KItucovou vecou odporu voci eutanizii
a asistovanej samovrazde v sucasnosti je zlepSenie starostlivosti
o chorych a umierajacich. Dostojnost chorého nemoze byt zma-
zana chorobou a utrpenim. Takyto postup (eutanizia, asistovana
samovrazda, pozn. red.) nie je len sikromnym rozhodnutim; ovplyv-
fuje cela spolo¢nost. Umriet dostojne, napokon, znamena po-
chopit, Ze I'udské bytosti si aj duchovnymi bytostami. Musime pre-
sadzovat taku starostlivost o umierajacich, pri ktorej sa pacien-
tom preukazuje milosrdenstvo bez toho, aby sa spésobovala smrt.

KTIicové slova: eutanizia, asistovand samovrazda, antropolo-
gia, proporcionalizmus/ konzekvencionalizmus, moralka, klzka
plocha, paliativna starostlivost.
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Introduction

As a coined word euthanasia - ‘good and gentle death’,
originates from Greek “eu” meaning good and “thanatos”
meaning death. It refers to the deliberate cessation or
forgoing of the life-saving procedures or treatment, ad-
ministration of a lethal substances, or using any other
means by a physician that result in the death of a patient.
The request of the patient for his/her life to be termina-
ted by the physician is considered being an indispensable
part of the notion (“voluntary euthanasia”). Euthanasia is
usually believed to be performed for not to let a terminal-
ly ill patient to suffer any longer (“merciful death”). [1]

Sometimes, two ‘categories’ of euthanasia are outli-
ned: 1. Active euthanasia - the physician performs a conc-
rete act, which brings about the death of the patient (e.g.
administration of a lethal dose of a drug), 2. Passive eu-
thanasia - cessation or forgoing of the life-saving procedu-
res by a physician, with an aim to bring about the death
of the patient.

Other categorisation distinguishes: a) voluntary eutha-
nasia (patient asks for it), b) non-voluntary euthanasia
(patient does not ask for it), ¢) forced euthanasia (patient
does not want it).

Historical Remarks

In antiquity, the terminally ill would not be allowed to
enter Asklepieion. Hanging in the entrance of the temple, the-
re was an inscription stating, “According to the will of Gods,
death is prohibited to enter to a holy site.”(1) Plato (427 - 347
BC) argued that Asklepios should dedicate the art of medi-
cine to those patients, who had the likelihood of getting well
with the treatment. Physicians ought not to maintain treating
the terminally ill, since it would neither be to the patient’s
nor to the public’s benefit (2). Aristotle (384 - 322 BC)
agreed with his master Plato and stated that medical treat-
ment should be ceased for the terminally ill, and it would be
to the benefit both of the physician and the patient.

Spartans, citizens of the Greek city-state Sparta, threw
their newborn babies with visible somatic defects to the
depths of a declivity. As a similar pattern, Indians left the
terminally ill to the flow of the Ganj River (2).

Hippokrates’ Oath, on the other hand, strongly oppo-
ses euthanasia. In Corpus Hippokraticum, Hippokrates ar-
gues: “The physician is responsible for completely resto-
ring patients’ health as well as stopping their suffering,”
and “He is also charged with the duty to carry out the treat-
ment of the terminally ill.”

Meaning gentle and good death in Greek, the word
“euthanasia” was commonly used during the Roman pe-
riod. Historian Suetonius (120 BC) recorded, that when Em-
peror Augustus heard about the quick and painless death

of a patient, he used the word and wished ‘euthanasia’
for himself and his family.” (3)

Galenos (129 - 199 AC) treated the pain in his pa-
tients with opium. Hospices for the care of terminally ill
patients began to appear early in the Middle Age.

Ambroise Paré (1510 - 1590), the pioneer of modern
surgery, who lived in the 16th century, argued that the
choice between life and death belonged only to God; since
the suffering of a patient or recovering of his/her health
was within the boundaries of the God’s will. (4)

Francis Bacon (1561-1626) used the term “euthanasia
exterior” to describe the act’s aim to end the life of the
terminally patient, not to waste the time and effort with
the treatment.

In the 19th century, however, Thomas Percival (1740-
1804) discussed the physician-patient relationship in his
book Medical Ethics (1803). It was a period when eutha-
nasia was strongly opposed. (5)

In the beginning of the 20th century, Emile Durk-
heim (1857-1917), as a sociologist, argued that ethical
views dominant during the ancient periods and the mid-
dle ages were static, but on the other side, ethical codes con-
nected and developing with the public were dynamic. (6)

Early Attempts of Euthanasia Legislation

Euthanasia was first legalised in 1906 upon the pro-
posed bill by Miss Ann Hall (1875-1943) to the New York
Medical Academy. The proposal included the following
crucial idea: “A patient suffering from an incurable dis-
ease causing intolerable pain is to have the right to ask an
authorisation to end his/her suffering from a commis-
sion including four members.”

The Parliament of Iowa passed the proposal providing
the permission for death of congenitally defect, disabled
and mentally retarded children. But the congress convened
in Washington strongly refused to pass the draft law (7).

The issue was also discussed at the International Tu-
berculosis Congress in 1907, in the German Parliament
in 1913, and in the House of Lords in 1936 (8).

Situation in Some Countries

Active euthanasia is illegal in the US. However, the
patient may demand cessation of particular medication
or surgery, and the physician should act according to the
expressed wishes of the patient.

In the Netherlands, both ‘passive’ and ‘active’ eutha-
nasia is legal. The law regulates the ‘right to die’ as fol-
lows (9): 1. The patient is to demand the application of
euthanasia. 2. The suffering of the patient is to be at an
intolerable level. 3. Every medical mean is to be applied
first. 4. The patient is to be fully informed about euthana-
sia. 5. The physician in charge is to consult two other
physicians capable of taking decisions independently.

Euthanasia is illegal also in almost all EU countries - a
recent exception being Belgium. In some regions of Aust-
ralia, there were attempts to make euthanasia legal, but
the law was later struck down by the parliament.

It was stated in the declaration of the World Medical
Association (WMA; Madrid, 1987) that to perform the
assisted suicide or euthanasia is not ethical, even when
the patient gives his/her relatives permission to act in
this regard. (12)

Turkey

Similarly to many countries in the world, euthanasia
has not been legalised in Turkey. The Article 13/3 of Me-
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dical Deontology Regulation, that has been in effect sin-
ce January 3, 1960 does not allow even the ‘passive eu-
thanasia’. According to the Regulation: “The physician and
dentist are not authorised by law to conduct any action
having any other reason than restoring the health of the
patient.” The Article 14/1 of the Regulation states: “The
dentist and physician act in line with requirements of the
patient’s situation. If it is not possible to keep the patient
alive or restore his/her health, they are still responsible
for seeking remedies to decrease the amount of pain.”(10)
According to Article 448 of the Turkish Penal Code, any
action opposing these articles are deemed the same as a
murder.

Following are the views of some Turkish physicians
regarding euthanasia. Dr. Cengiz Aslan (brain surgeon)
argues: “There is no point in trying to keep a patient ali-
ve, whose brain is already dead. Because, all your deeds
are in vain. However, the organs of the patient in ques-
tion may be used and transplanted to those in need. As
doctors, we demand to have the right to cease medica-
tion and stop the machines of patients, who maintain
their ‘lives’ connected to a machine with their brains
being already dead.” Similarly, Prof. Dr. Kutay Akpir from
the Department of Anaesthesiology and Reanimation
puts forth his opinion, saying: “Transplanting the pa-
tient’s organs, whose brain has already died, should not
be regarded as euthanasia.” (11)

Performing euthanasia is also deemed illegal in the
Patient’s Rights Regulation of the Ministry of Health.
According to the Regulation: “The right to survive shall
not be abandoned in any circumstances. No lives are allo-
wed to be terminated.”

“Right to die” movement

There are several organizations in various countries
demanding the legal right for patients to commit assisted
suicide. 27 ‘euthanasia associations’ are known to exist as
of 1988 in the following countries: Austria, Germany,
Belgium, Denmark, England, France, Holland, India, Italy,
Japan, Canada, Colombia, New Zealand, Switzerland, Swe-
den, Spain, South Africa, the US, and Zimbabwe. The ol-
dest of these is the “Voluntary Euthanasia Society”. (13)

The goals of euthanasia societies can be delineated in
three groups:

1. Decriminalisation of ‘mercy killing’. It is already
‘achieved’ by the specific laws in Holland (more recently
also in children), and in Belgium. There are strong pres-
sures from ‘liberal’ circles in Europe and beyond to have
this list speedily extended.

2. ‘Self deliverance’ through euthanasia or assisted sui-
cide: there are already several associations or institutions
operating in some countries (usually on the border of
law) offering as a special service to end the lives of indi-
viduals suffering of an incurable disease.

3. Pushing for ‘passive euthanasia’: picking up so-
called ‘hard cases’, and discouragement of medical treat-
ments in people with incurable diseases, persistent vege-
tative state (PVS), coma, or babies born with severe dis-
abilities; pushing to regard “food and water” a medical
treatment that should be stopped in such patients (“re-
moving the tube”).

Conclusion

Although the problem of euthanasia started to gain a
widespread attention throughout the world, becoming
a relatively frequent topic for legislative initiatives and
public media campaigns, at present, it is neither accep-
ted nor authorised in Turkey. This is due both to the de-

ontological and legal reasons. The surveys concerning
the public opinion on the issue have shown that eutha-
nasia is not regarded positively by the Turkish popula-
tion. i

Notes

[1] Euthanasia is sometimes compared with what hap-
pens at the cellular level within the process of apoptosis
- physiologically programmed death of the cell. The cells
that reach the end of their life span, or those genetically or
otherwise damaged, undergo this cascade of events that are
pre-programmed in their genome (genes for apoptosis).
The result of these processes is the cell ‘suicide’. A cell
has to leap this process in order to become malignant. (15).
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Abstract

The paper gives a brief conceptual and historical over-
view of euthanasia. These are supplemented by conside-
rations of the attitudes to euthanasia and assisted suicide
in Turkey. At present, euthanasia is neither accepted nor
authorised in Turkey. This is due both to deontological
and legal reasons. It is also not regarded positively by the
general public.

Key words: euthanasia, assisted suicide, conceptual
and historical issues, situation in Turkey

Abstrakt

Priaca podava stru¢ny konceptuilny a historicky pre-
hlad problematiky eutanizie, ktory dopliia informaciami
o postojoch k eutanazii a asistovanej samovrazde v Turec-
ku. Ani eutanazia, ani asistovana samovrazda nie sa v su-
¢asnosti v Turecku akceptované, ani povolené, a to tak z de-
ontologickych, ako aj z legislativaych dovodov. Ani Siro-
ka verejnost eutanaziu v Turecku neakceptuje.

KTticové slova: eutanazia, asistovana samovrazda, kon-
cepcné a historické aspekty, situdcia v Turecku.
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RELATIONSHIPS BETWEEN THE CENTRAL
(“NATIONAL”) ETHICS COMMITTEE

AND LOCAL ETHICS COMMITTEES

IN THE SLOVAK REPUBLIC (1D

Jozef Glasa

Central Ethics Committee, Ministry of Health;
Institute of Medical Ethics and Bioethics;
Bratislava, Slovak Republic

Legal situation concerning ethics
committees in Slovakia

The first document devoted to ethics committees (ECs)
was published by the Ministry of Health of the Slovak
Republic (MH SR) in June 1992, entitled “Guidelines for
the establishment and work of ECs in health care facili-
ties and research institutions” (2). These guidelines,
which at the time of their publication were quite prog-
ressive and comprehensive, will soon be replaced by the
specific and detailed regulations of the MH SR to be is-
sued under the new health legislation, which comes to
force on Jan. 1, 2005 (see below).

At present, from the legal point of view, ECs in the
Slovakia Republic are established according to the requi-
rements of either:

a) §40 par. (4) of the Law No. 277/1994 Coll. on health
care - for ECs to review biomedical research projects
(this will be completely replaced by the law No. 576/2004
Coll. on health care, see below); or

b) §16 par. (2) sub-paragraph j) of the Law No. 140/1998
Coll. on drugs and health equipment - for ECs to review
protocols of drug clinical trials.

The requirements set in the above mentioned laws are
rather general and simple. Local ECs themselves, how-
ever, and the health care facilities and research institu-
tions, when establishing and developing these bodies,
have been respecting, still on a voluntary basis, the rele-
vant international requirements and standards (especially
those of the GCP) as reflected in the ECs™ statutes and
standard ope-rating procedures (SOPs) (3).

New health legislation - Law No. 576/2004 Coll. on
health care (to be in force since January 1, 2005) pays a
considerable attention to the problem of ECs. It provides
for 3 types of ECs:

a) Central Ethics Committee (CEC) of the Ministry of
Health, established by the minister of health; to advise
the minister, other ministries and top state institutions (go-
vernment, president,...) on bioethical issues, and to per-
form other tasks of a ,national bioethics body*,

b) Ethics Committees (ECs), established by directors
of health care facilities or biomedical research institu-
tions to:

- review protocols of clinical trials or biomedical re-
search projects planned to be performed in that faci-
lity/institution, and to provide a follow up of the re-
search protocol approved (“research ethics committee”),
and/or

- advice the director of health care facility or of biome-
dical research institution providing also health care on
ethical aspects of health care provided by the facility/in-
stitution (“clinical ethics committee”),

c) Regional Ethics Committees (RECs) to review and
follow up multicentre clinical trials and multicentre biome-
dical research projects (with the exception of the review
of the ‘local aspects’ of research projects).

The law requires the Ministry of Health to issue the

comprehensive regulation on ECs. It is being elaborated
just now by a task force sponsored by CEC.

Relationships between Central Ethics Com-
mittee and Ethics Committees

CEC, according to its statutes issued by the minister
of health (June 2002), is expected, among its other du-
ties, to provide guidance to (local) ECs in the health care
facilities and biomedical research institutions in whole
country. (In the near future, when RECs are established,
they will be expected to serve with guidance to ECs at
their territory.)

In practice, representatives of ECs (usually their chairs
or secretaries) approach CEC members (usually the
chair), or CEC as such, with requests for clarification, or
guidance on more difficult, new, or unclear cases they meet
in their review or consultation work, or - so far quite ra-
rely - in the clinical practice of ,their® health care facili-
ties. These requests are either posed in writing - then
the CEC’s chair responds in writing, consulting, if neces-
sary, other members of CEC (and informing CEC on its
subsequent plenary meeting), or seeking advice from the
whole CEC on its next scheduled plenary meeting; or the
requests are posed during informal telephone consulta-
tions that are usually given by the CEC chair.

Since 2002, the ,tradition‘ of regular meetings of ECs
representatives and members with CEC presidium and
members has been re-established (going back to the early
phase of CEC work in years 1990 - 1992). Usually, these
meetings are connected either with an international bio-
ethics conference held in Bratislava, or with a specially
organized course on actual ethical issues (up till now
those were predominantly research ethics issues).

The web page for ECs is being established within the
web page of CEC hosted by the server of the Ministry of
Health (www.health.gov.sk). It should be operational by
the end of January 2005.

Exceptionally, upon a specific request from the (local)
EC, CEC is taking upon itself an ethics review of the re-
search project, which is felt by the EC to exceed its compe-
tence and the competence of any other EC (or REC) in the
country (e.g. unprecedented research projects utilizing ne-
west (bio)technologies, stem cells, gene therapies, etc.).(4)

Conclusion

Systematic efforts have been present in the Slovak Re-
public since early 90-ties of the last century, to build
a functioning system of ethics committees (ECs) in the
health care facilities (“clinical ECs”) and institutions of bio-
medical research (“research ECs”). During the latest years,
these efforts are being tranformed into substantial legisla-
tive improvements. Also, concrete means of mutual commu-
nication and support between CEC and LECs in the country
are being developed and introduced gradually. The main
aim of these activities is to improve the situation concer-
ning the application of ethics in health care and in biome-
dical research. To provide a better protection of the pa-
tients, and of subjects of research studies - including those
involved in the clinical trials of new drugs, and, ultimate-
ly, to enhance favourable conditions for the practice of
medicine and provision of health care in Slovakia.

Notes

1. Based on the text prepared for the 4t National Ethics
Councils Forum meeting, December 21 - 22, 2004, Amsterdam
(NL). 2. Ministry of Health, Bratislava (Slovakia): Guidelines for
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the establishment and work of ethics committees in health care
facilities and biomedical re-search institutions. (English transla-
tion.) Med. Eth. Bioet,, 1, 1994, No. 2, p. 6 - 8. 3. Details in e.g.
Glasa, J., Bielik, J., Dacok, J., Glasovi, M., Porubsky, J.: Ethics com-
mittees in the Slovak Republic. In: Glasa, J. (Ed.): Ethics Commit-
tees in Central and Eastern Europe. Charis - IMEB Fdn., Bratisla-
va, 2000, p. 229 - 238. Glasa, J.: Bioethics and the society in tran-
sition: The birth and development of bioethics in post-totalitarian
Slovakia. Kennedy Inst. Ethics J., 10, 2000, No. 2, p. 165 - 170.
Glasa, J., Bielik, J., Dacok, J., Glasov4, M., Porubsky, J.: Ethics com-
mittees (HECs/IRBs) and health care reform in the Slovak Re-
public: 1990 - 2000. HEC Forum, 12, 2000, ¢. 4, s. 358 - 366. Gla-
sa, J.. EUR 21255 - National Regulations on Ethics and Research in
Slovak Republic. Luxembourg, Office for Official Publications of
the European Communities, 2004, 30 pp. 4. This area, however,
should be regulated in future by a new legislation being in the
drafting process just now, and the ministerial regulation issued un-
der it when it is passed and enter into force (“law on biomedicine”).

Glasa, J.: Relationships between the Central (“National”)
Ethics Committee and Local Ethics Committees in the
Slovak Republic. [Vztahy medzi Centridlnou (,Nirod-
nou*) etickou komisiou a lokilnymi etickymi komisiami
v Slovenskej republike.] Med. Eth. Bioet., 11, 2004, No. 3 - 4,
p.9 - 10.

Abstract

A brief outline about the present relationships be-
tween Central (“National”) Ethics Committee at the Minist-
ry of Health of the Slovak Republic, and the local ethics
committees in Slovakia is given. The planned improve-
ments concerning the function of the system of ethics
committees in the Slovak Republic are also outlined.

Key words: ethics committees, local, national; commu-
nication

Abstrakt

Clanok podiva kritky prehlad o aktuilnych vztahoch
medzi Centralnou (“Narodnou”) Etickou Komisiou Mi-
nisterstva zdravotnictva Slovenskej republiky a miestnymi
(lokdlnymi) etickymi komisiami na Slovensku. Uvadza aj
planované opatrenia na zlepSenie fungovania systému etic-
kych komisii v Slovenskej republike.

Klicové slovi. etické komisie, miestne, narodné; komu-
nikacia

Correspondence to: Assoc. Prof. Jozef Glasa, MD, PhD., Chairman,
Central Ethics Committee, Ministry of Health; Institute of Medi-
cal Ethics and Bioethics; Limbova 12, 83303 Bratislava, Slovak Re-
public, e-mail: jozef.glasa@szu.sk
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CLINICAL TRIAL REGISTRATION
A Statement from the International
Committee of Medical Journal Editors

Altruism and trust lie at the heart of research on human
subjects. Altruistic individuals volunteer for research
because they trust that their participation will contribute
to improved health for others and that researchers will
minimize risks to participants. In return for the altruism and
trust that make clinical research possible, the research en-
terprise has an obligation to conduct research ethically
and to report it honestly. Honest reporting begins with
revealing the existence of all clinical studies, even those
that reflect unfavorably on a research sponsor’s product.

Unfortunately, selective reporting of trials does occur,
and it distorts the body of evidence available for clinical
decision-making. Researchers (and journal editors) are ge-
nerally most enthusiastic about the publication of trials
that show either a large effect of a new treatment (posi-
tive trials) or equivalence of two approaches to treat-
ment (non-inferiority trials). Researchers (and journals)
typically are less excited about trials that show that a
new treatment is inferior to standard treatment (negative
trials) and even less interested in trials that are neither
clearly positive nor clearly negative, since inconclusive
trials will not in themselves change practice. Irrespective
of their scientific interest, trial results that place financial
interests at risk are particularly likely to remain unpub-
lished and hidden from public view. The interests of the
sponsor or authors notwithstanding, anyone should be ab-
le to learn of any trial’s existence and its important charac-
teristics.

The case against selective reporting is particularly com-
pelling for research that tests interventions that could en-
ter mainstream clinical practice. Rather than a single trial,
it is usually a body of evidence, consisting of many stu-
dies, that changes medical practice. When research spon-
sors or investigators conceal the presence of selected trials,
these studies cannot influence the thinking of patients,
clinicians, other researchers, and experts who write prac-
tice guidelines or decide on insurance-coverage policy. If
all trials are registered in a public repository at their in-
ception, every trial’s existence is part of the public record
and the many stakeholders in clinical research can explo-
re the full range of clinical evidence. We are far from this
ideal at present, since trial registration is largely volun-
tary, registry data sets and public access to them varies,
and registries contain only a small proportion of trials. In
this editorial, published simultaneously in all member
journals, the International Committee of Medical Journal
Editors (ICMJE) proposes comprehensive trials registra-
tion as a solution to the problem of selective awareness
and announces that all eleven ICMJE member journals
will adopt a trials-registration policy to promote this goal.

The ICMJE member journals will require, as a condi-
tion of consideration for publication, registration in a
public trials registry. Trials must register at or before the
onset of patient enrollment. This policy applies to any
clinical trial starting enrollment after July 1, 2005. For trials
that began enrollment before this date, the ICMJE mem-
ber journals will require registration by September 13, 2005,
before considering the trial for publication. We speak
only for ourselves, but we encourage editors of other bio-
medical journals to adopt similar policies. For this purpo-
se, the ICMJE defines a clinical trial as any research pro-
ject that prospectively assigns human subjects to inter-
vention or comparison groups to study the cause-and-ef-
fect relationship between a medical intervention and a
health outcome. Studies designed for other purposes,
such as to study pharmacokinetics or major toxicity (e.g.,
phase 1 trials), would be exempt.

The ICMJE does not advocate one particular registry,
but its member journals will require authors to register
their trial in a registry that meets several criteria. The re-
gistry must be accessible to the public at no charge. It
must be open to all prospective registrants and managed
by a not-for-profit organization. There must be a mecha-
nism to ensure the validity of the registration data, and
the registry should be electronically searchable. An ac-
ceptable registry must include at minimum the following
information: a unique identifying number, a statement of
the intervention (or interventions) and comparison (or
comparisons) studied, a statement of the study hypothe-
sis, definitions of the primary and secondary outcome
measures, eligibility criteria, key trial dates (registration
date, anticipated or actual start date, anticipated or actual
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date of last follow-up, planned or actual date of closure to
data entry, and date trial data considered complete), tar-
get number of subjects, funding source, and contact in-
formation for the principal investigator. To our know-
ledge, at present, only www.clinicaltrials.gov, sponsored
by the United States National Library of Medicine, meets
these requirements; there may be other registries, now
or in the future, that meet all these requirements.
Registration is only part of the means to an end; that
end is full transparency with respect to performance and
reporting of clinical trials. Research sponsors may argue
that public registration of clinical trials will result in un-
necessary bureaucratic delays and destroy their competi-
tive edge by allowing competitors full access to their re-
search plans. We argue that enhanced public confidence
in the research enterprise will compensate for the costs
of full disclosure. Patients who volunteer to participate
in clinical trials deserve to know that their contribution
to improving human health will be available to inform
health care decisions. The knowledge made possible by
their collective altruism must be accessible to everyone.
Required trial registration will advance this goal.

Catherine De Angelis, M.D., M.P.H.
Editor-in-Chief, JAMA

Jeffrey M. Drazen, M.D.
Editor-in-Chief, New England Journal of Medicine

Prof. Frank A. Frizelle, M.B., Ch.B., M.Med.Sc., F.R.A.CS.
Editor, The New Zealand Medical Journal

Charlotte Haug, M.D., Ph.D., M.Sc.
Editor-in-Chief, Norwegian Medical Journal

John Hoey, M.D.
Editor, CMA]

Richard Horton, F.R.C.P.
Editor, The Lancet

Sheldon Kotzin, M.L.S.
Executive Editor, MEDLINE NLM

Christine Laine, M.D., M.P.H.
Senior Deputy Editor, Annals of Internal Medicine

Ana Marusic, M.D., Ph.D.
Editor, Croatian Medical Journal
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Poznimka redakcie: VSetky studie klinického skisania lie-
¢iv v Slovenskej republike, rovnako ako takéto Studie vo vSet-
kych clenskych krajinach Eurdpskej tinie, podliehaji po-
vinnej registracii v Europskej databize klinickych Stadii
(EudraCT), ktoru spravuje Europska agentira pre lieciva
(EMEA) so sidlom v Londyne.

Dr. Jozef Glasa
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Excerpts

Preface

The pharmaceutical industry* promotes the concept
of good health, and a positive, health-oriented approach
to daily living. Recognising that medicines play a vital
role in the prevention, amelioration and treatment of dis-
ease states, the industry undertakes:

- to provide medicines that conform to the highest stan-

dards of safety, efficacy and quality;

- to ensure that medicines are supported by compre
hensive technical and informational services in accor-
dance with currently accepted medical and scienti-
fic knowledge and experience;

- to use professionalism in dealing with healthcare
professionals*, public health officials and the gene-
ral public.

The industry is committed to the quality use of medici-
nes and rationale prescribing, and supports that its pro-
ducts be used in accordance with the directions and advi-
ce of healthcare professionals. To ensure that the infor-
mation* is available upon which to make informed prescri-
bing decisions, it is necessary for the manufacturer* to dis-
seminate to healthcare professionals the specialised pro-
duct information gained during the research and develop-
ment process, and from experience gained in clinical use.
In doing so, the manufacturer draws attention to the exis-
tence and nature of a particular product* by appropriate edu-
cative and promotional measures.

With the full cooperation of the industry, there is
now adequate legislation designed to safeguard the pub-
lic by ensuring that all products marketed meet stan-
dards of quality, effectiveness and safety which are accep-
table in the view of present knowledge and experience.

While it is possible to legislate satisfactorily for the tes-
ting, manufacture and control of medical products, ap-
propriate standards of marketing conduct cannot be defi-
ned by the same means. For this reason, responsible manu-
facturers have concurred in the promulgation of the Co-
de of Conduct and submitted to its constraints.

A Member* of the ADL, GENAS and SAFS (see Edito-
rial note) undertakes to comply with the SAFS Statutes
and the Code of Conduct of Pharmaceutical Industry in
Slovakia.

Complaints against any activity of a member company
should be made to the Ethical Committee of Pharmaceu-
tical Industry in Slovakia as provided for in the Code (Ope-
rating procedures).

Note: A glossary of terms is provided. The first inclu-
sion in the Code of a term defined by the glossary is
denoted by asterisk (*).

Preamble

(a) This Code of Conduct sets out standards of con-
duct for the activities of companies when engaged in the
marketing of prescription products used under medical
supervision as permitted by Slovak legislation. The Code
owes its origin to the determination of the ADL, GENAS
and SAFS to secure universal acceptance and adoption of
high standards in the marketing of prescription products
for human use.

(b) Acceptance and observance of the Code is a con-
dition of membership of the ADL, GENAS and SAFS, and a
Member must comply with both the letter and the spirit
of the Code. Members should ensure that all agents ac-
ting on their behalf are fully conversant with the provi-
sions of this Code. Pharmaceutical companies outside
the associations are invited to accept and observe this
Code.

The Code shall be supervised and administered by the
Ethical Committee. The Committee may issue determina-
tions from time to time for the purpose of interpretation

of certain sections of the Code. Complaints concerning
alleged breaches of the Code should be reported to the
Ethical Committee.

(©) A major guiding principle of the Code is that,
whenever a promotional claim* is made for a product, it
shall be accompanied by Slovak Product Information.*

(d) Failure to comply with the Code will result in
sanctions being applied under the provisions of opera-
ting procedures. Adherence to this Code in no way redu-
ces Members’ responsibilities to comply with the Slovak
legislation and Codes, including the IFPMA Code. Promo-
tion* of prescription-only products to the general public
is prohibited by law.

PROVISIONS OF THE CODE
1. Nature and availability of information and claims

1. 1. Responsibility

It is the responsibility of Members, their employees
and their medical/technical advisers to ensure that medi-
cal content* included in all promotional material* is cor-
rect*, fully supported by the product information, litera-
ture* or ,Data on File“*, where the latter do not conflict
with the former. Activities of company representatives*
must comply with the Code at all times.

1. 2. Provision of Substantiating Data

Further to the information supplied or generally avai-
lable, the manufacturer will, upon reasonable request,
provide healthcare professionals with additional accu-
rate and relevant information about products which it
markets.

Substantiating information must not rely solely on da-
ta on file.

Data cited in promotional material in support of a claim,
including "data on file” or "in press” must be made availab-
le to healthcare professionals and industry companies
upon request.

1. 3. False or Misleading Claims

Information, medical claims* and graphical represen-
tations about products must be current, accurate, balan-
ced and must not mislead either directly, by implication,
or by omission.

Information, claims and graphics* must be capable of
substantiation*, such substantiation being provided with-
out delay at the request of health professionals.

1. 3. 1. Unapproved products and indications. Pro-
ducts that have not been approved for registration by
SUKL must not be promoted. However, samples of unap-
proved products may be displayed and educational mate-
rial* made available at International Congresses* and
local Congresses in accordance with Section 6. This rest-
riction also applies to unapproved indications for regis-
tered products.

1. 4. Good Taste

Promotional material (including graphics and other
visual representations) should conform to generally
accepted standards of good taste and recognise the pro-
fessional standing of the recipients.

1.5. Unqualified Superlatives

Unqualified superlatives must not be used. Claims
must not imply that a product or an active ingredient is
unique* or has some special merit, quality or property
unless this can be substantiated. The word “safe” must
not be used without qualification.

1.6. New Products
The word "new” must not be used to describe any
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product, presentation, or therapeutic indication which has
been available and generally promoted for more than 12
months in Slovak Republic.

1. 7. Comparative Statements

Comparison of products must not be disparaging, but
must be factual, fair and capable of substantiation and
referenced to its source. In presenting a comparison, ca-
re must be taken to ensure that it does not mislead by dis-
tortion, by undue emphasis or in any other way. ,Han-
ging“ comparatives - those which merely claim that a pro-
duct is better, stronger, more widely prescribed etc must
not be used.

,2Data on file“ when used to substantiate comparative sta-
tements must comply with the requirement of Section 1.2.

1. 8. Imitation

Promotional information should not imitate the devi-
ces, copy, slogans or general layout adopted by other ma-
nufacturers in a way that is likely to mislead or confuse.

1. 9. Medical Ethics
Doctors’ names or photographs must not be used in
any way that is contrary to medical ethics.

1. 10. Distinction of Promotional Material
Promotional material must be clearly distinguishable
as such.

2. Product Information

Certain types of promotional material described in
Section 3 must be accompanied by either full or abridged
product information. Wherever required, product infor-
mation must appear in a type size of not less than 2 mm
on a background sufficiently contrasting for legibility. Ma-
jor headings should be easily identifiable. Product infor-
mation must not be overprinted or interspersed with pro-
motional phrases or graphics and must clearly identify
any recent change of clinical significance*.

2. 1. Full or abridged product information must ac-
company all promotional material in the Slovak Republic.

2. 2. Abridged Product Information may be used in
medical publications.

2. 2. 1. Abridged Product Information must accurately
reflect the full Product Information but may be a para-
phrase or précis of the full Product Information.

2. 2. 2. Under the heading "Abridged Product Infor-
mation”, the following shall appear:

(a) Approved indications for use, (b) Contra-indica-
tions, (c¢) Clinically significant warnings, (d) Clinically
significant precautions for use, (€) Clinically significant ad-
verse effects and interactions, (f) Available dosage forms,
(g) Dosage regimens and routes of administration, (h) De-
pendence potential of clinical significance, (i) Reference
to special groups of patients.

Where the full Product Information does not include
items under these headings, such headings are not
required to be included in the document.

2. 3. Changes of Clinical Significance

2. 3. 1. Where a change of clinical significance rela-
ting to product safety is incorporated into the Product
Information, it should be indicated in all representations
of the Product Information for a period of 12 months
from the date of change by an asterisk(s) to a footnote in
type size of not less than 2 mm: Please, note change(s) in
product information.

2. 3. 2. The full text of the changed section should be
included in any abridged Product Information during
this period.

2.3.3. Where a Member is not actively promoting the

product, written advice of the change to product infor-
mation should be forwarded to the appropriate health-
care professionals.

3. Promotional Material*

3. 1. Journal Advertising

Journal Advertising must conform with the require-
ments of one or other of the following categories. The
information required shall appear in each publication in
a type size of not less than 2 mm, and should appear on a
background sufficiently contrasting for legibility.

3. 1. 1. Full advertisement*

3. 1. 1. 1. A full advertisement must contain the follo-
wing within the body of the advertisement: (a) The
brand name of the product, (b) The INN* of the active
ingredient(s), (¢) The name of the registration holder
and its mailing address in Slovak Republic, (d) The full or
abridged Product Information.

3. 1. 1. 2. A full advertisement is mandatory for the
advertising of all new chemical entities* or the adverti-
sing of new indications for 12 months from the date of
first advertising in medical publications, or longer at the
discretion of the advertiser.

3. 1. 1. 3. The Product Information should be placed
adjacent to the body of the advertisement. Where it is not
practicable to do so, the advertisement must carry a state-
ment in type size not less than 2 mm to the effect of the
following statement: ,Please review Product Information
before prescribing. In this publication, product informa-
tion can be found ...” At the point ..., insert the page num-
ber in the publication where the information can be
found or reference to an adequately referenced product
information section or advertisers index. Product Infor-
mation should form a fixed part of the journal.

3. 1. 1. 4. The use of an abridged advertisement is per-
mitted after 12 months from first advertising of a new
chemical in medical publications.

3. 1. 1. 5. The abridged Product Information should
be placed adjacent to the body of the advertisement.
Where it is not practicable to do so, the advertisement will
carry a statement in not less than 2 mm type size, to the
effect of the following statement: "Please review product
information before prescribing. In this publication, pro-
duct information can be found ...” At the point ..., insert
the page number in the publication where the informa-
tion can be found or reference to an adequately referen-
ced product information section or advertisers index. Pro-
duct Information should form a fixed part of the journal.

3. 1. 2. Short advertisement

3. 1. 2. 1. A short advertisement is designed to remind
a prescriber of a product’s existence, and must not con-
tain promotional claims. The sole use of a short advertise-
ment within any one issue of a publication is not permit-
ted before 12 months from first advertising of a new che-
mical entity or before 12 months following a change of
clinical significance made to the Product Information.

3. 1. 2. 2. A short advertisement must contain: (a) The
brand name of the product, (b) The INN of the active
ingredient(s), (¢) The name of the registration holder and
its mailing address, (d) A statement to the effect that fur-
ther information is available on request from the supplier.

3. 1. 2. 3. A short advertisement may contain: (a) up to
5 words describing therapeutic class*, but without the
use of promotional phrases, (b) graphics, (¢) a statement
of available dosage forms, (d) a statement referring to the
location of product information in a reference manual.

No other material is permitted.

3. 1. 3. Company Commissioned Articles
3. 1. 3. 1. Company Commissioned Articles must be
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identified as such in a type size of not less than 2 mm.

3. 1. 3. 2. The Member which is responsible for the
insertion of the Company Commissioned Article must be
clearly identified at either the top or the bottom of the
Company Commissioned Article in a type size of not less
than 2 mm.

3. 1. 3. 3. Company Commissioned Articles must con-
form to all relevant provisions of Section 1 of this Code.

3. 1. 3. 4. Commissioned Articles shall also conform to
the requirements of sections 3.1.1. and 3.1.2. of the Code
of Conduct.

3. 2. Materials for use by Medical Representatives*

A major guiding principle of the Code is that, when-
ever a promotional claim is made for a product, it shall
be accompanied by product information Where multiple
forms of promotion items are intended to be distributed
at one time, the product information must appear at least
once.

3. 2. 1. Printed promotional material

3. 2. 1. 1. All Member printed promotional material
must include the following information: (a) The brand
name of the product, (b) The INN of the active ingre-
dient(s), (¢) The name of the registration holder and its
mailing address in Slovak Republic, (d) Full or abridged
Product Information, (e) The date of the issuing or of the
revision.

3. 2. 1. 2. Where it is impractical to print the Product
Information on the body of the promotional material, the
promotional material will carry a statement to the effect
of the following in a type size of not less than 2 mm:
~Please review Product Information before prescribing.
Product Information accompanies this item.” The item is
then to be accompanied by a full or abridged Product
Information document.

3. 2. 2. Audio-visual promotional material

3. 2. 2. 1. All audio-visual promotional material must be
accompanied by a document which contains the follo-
wing information: (a) The brand name of the product, (b)
The INN of the active ingredient(s), (c) The name of the re-
gistration holder and its mailing address in Slovak Re-
public, (d) Full or abridged Product Information.

3. 2. 2. 2. Where an audio-visual item is demonstrated,
the product information document must be given to the
individual reviewing the promotional material, or offered
to the audience in a group situation on completion of the pre-
sentation.

3. 2. 3. Brand name reminders*

Brand name reminders or promotional items of insig-
nificant value, provided free of charge, are permissible as
long as they are related to the health care provider’s work
and/or entail a benefit to patients.

3. 2. 3. 1. Brand Name Reminders or Promotional
Items must include the following information: (a) The
brand name of the product, (b) The INN of the active
ingredient(s).

3. 2. 3. 2. Brand Name Reminders or Promotional
Items are not to contain any promotional claims/and or
statements.

3. 2. 3. 3. Where the nature of a Brand Name Remin-
der or Promotional Item is such that it is demonstrably
and obviously impractical to display legibly the brand
name of the product and the INN of the active ingre-
dient(s) as required in Section 3.2.3.1, the Brand Name
Reminder or Promotional Item must be accompanied by
a document containing the information specified in
Section 3. 2. 3. 1.

3. 2. 3. 4. Where the nature of a Brand Name Reminder
or Promotional Item is such that it is demonstrably and ob-
viously impractical to display legibly the notation "See War-
ning” as required in Section 2.3.1 a Brand Name Remin-
der or Promotional Item must not be used for that product.

3. 2. 4. Medical literature/reprints

3. 2. 4. 1. The general tenor of any reprints of journal
articles, proceedings of symposia* or summaries of litera-
ture used in promotion must be consistent with the Pro-
duct Information.

3. 2. 4. 2. Quotations from medical literature or from
personal communications must accurately reflect the
meaning of the author and significance of the study.

3. 2.5. Computer Based Promotional Material

3. 2.5. 1. Computer based promotional material must
comply with all relevant provisions of this Code.

3.2.5.2. Where an individual product is being promo-
ted the appropriate Product Information must be given
to an individual reviewing the promotional material, rea-
dily accessible via the computer based material or offe-
red to an audience in a group situation on completion of
the presentation.

3.2.5.3. Where the Product Information is included in
interactive data system, instructions for accessing it must
be clearly displayed.

3. 3. Mailings*

3. 3. 1. Mailings must comply will all relevant provi-
sions of Section 1 of this Code.

3. 3. 2. The full or abridged Product Information as
applicable must be included in all mailings where promo-
tional claims are made.

3. 3. 3. Mailings should only be sent to those cate-
gories of health professionals whose need for, or interest
in, the particular information can be reasonably assu-
med. Requests to be removed from promotional mailing
lists must be complied with promptly and no name
restored except at specific request or with written per-
mission.

3. 3. 4. Exposed mailings including postcards, enve-
lopes or wrappers must not carry matter which might be
regarded as advertising to the general public or which
could be considered unsuitable for public view.

3. 4. Document Transfer Media

Unsolicited telegrams, telexes and electronic trans-
missions, or replicas thereof, must not be used for pro-
motional purposes.

3. 5. Promotional Competitions

3.5. 1. Promotional competitions must fulfil all of the
following criteria:

(i) The competition is based on medical knowledge
or the acquisition of medical knowledge.

(ii) The prize is directly relevant to the practice of
medicine or pharmacy.

(iii) Individual prizes offered are to be of low mone-
tary value or be an item of educational material.

3. 5. 2. Entry into a competition must not be depen-
dent upon prescribing or recommending of a product
and no such condition shall be made or implied.

3. 5. 3. The conduct of competitions shall comply in all
respects with relevant Slovak regulations.

4. Medical representatives

4. 1. Medical representatives must only use promotio-
nal material which conforms to the provisions of Section
3 of this Code. Verbal statements made about a product
must comply with the provisions of Section 1 of this Code.

4. 2. Members have a responsibility to maintain high
standards of ongoing training for representatives.

4. 3. Medical representatives should possess sufficient
medical and technical knowledge to present information
on the company’s products in an accurate current and
balanced manner and should be cognisant of all provi-
sions of this Code.
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4. 4. Medical representatives should at all times main-
tain a high standard of ethical conduct in the discharge
of their duties.

4. 5. Medical representatives must not employ any
deception to gain an interview.

4. 6. Medical representatives should ensure that the
frequency, timing and duration of calls, together with the
manner in which they are made, are such as not to cause
inconvenience. The wishes of an individual doctor, or
the arrangements in force at any particular establish-
ment, must be observed by medical representatives.

4. 7. Medical representatives must not use the tele-
phone to promote products to the medical profession
unless the agreement of the doctor has been obtained.

4. 8. Wherever a promotional claim is made, the medi-
cal representative will provide product information.

4.9. Under no circumstances shall representatives pay
a fee in order to gain access to a healthcare professional.

5. Product Samples

Care should be exercised by Members that the distribu-
tion of Samples is carried out in a reasonable manner.

5. 1. Samples may only be supplied to physicians for
going familiarisation with products. Product information
and Consumer Product Information, when available, should
be offered at the time of distribution or included in the
product pack.

5. 2. Sample packs should be clearly identified as such
and must be labelled in such a way that it is clear expres-
sed they are medical samples and not for sale.

5. 3. Representatives must take adequate precautions
to ensure the security of samples in their possession.
Members should develop an appropriate recording sys-
tem so that, if a product recall is necessary, relevant samp-
les will be included in the recall.

5.4. Drug donation to hospital should be at the rea-
sonable level and should be of public knowledge.

5.5. On request, Members must promptly accept the
return of samples of their products.

6. Trade displays

General Principle: Trade displays are important for
the dissemination of knowledge and experience to the
healthcare professions. The prime objective in organi-
sing such displays should be the enhancement of medical
knowledge. Where hospitality is associated with sym-
posia and congresses, it should always be secondary to
the main purpose of the meeting.

6. 1. Trade displays must only be directed to health-
care professionals.

6. 2. A trade display must include, in a prominent posi-
tion, the name of the sponsoring company.

6. 3. Exhibitors must comply with all requirements of
the sponsoring institution when mounting and conduc-
ting an exhibit.

6. 4. Product information for products being promo-
ted must be available from the display stand.

6. 5. Samples must not be made available for collec-
tion from unattended stands, nor be supplied to unau-
thorised or non-qualified persons.

6. 6. Competitions that are held as part of a Trade
Display must be consistent with the requirements of Sec-
tion 3.7 of this Code.

6. 7. All promotional materials used at Trade Displays
must be consistent with the requirements of Sections
1.3.1 and 3.2 of this Code.

7. Travel and sponsorship

7. 1. The following applies to Members sponsoring

delegates travelling from or within Slovak Republic to
symposia and/or congresses:

- Travel may be subsidised provided the meeting is
directly related to the healthcare professional’s area
of expertise.

. A reasonable level of accommodation expenses may
be covered.

- Expenses for family or travelling companion(s)
should not be paid by the sponsoring Member.

. Travel agenda and programme should be approved by
company General Manager.

- Atleast 60 % of working hours* (at the place without
travelling time) should be dedicated to work.

- Participation should not be made dependent on re-
quest to prescribe determined amount of certain drug.

7. 2. Where attendees are being sponsored to attend

symposia, meetings are to be held in appropriate centres
and geographically adequate locations.

7. 3. The symposia’s focus should be on scientific and

medical matters and hospitality should be secondary to
the main purpose of the event.

8. Research

The following provisions apply to Market Research*
and Post-Marketing Surveillance Studies*, whether the
research is carried out directly by the manufacturer or by
an organisation acting under its direction.

General: Clinical trials of products approved for regis-
tration are not covered by the above categories.

8. 1. Post Marketing Surveillance (PMS) Studies

8. 1. 1. Post-Marketing Surveillance Studies should ha-
ve scientific or medical merit and not be designed for, or
conducted as, a promotional exercise.

8. 1. 2. Post-Marketing Surveillance Studies must have
a formal protocol, a requirement for data collection and
generation of a report. Report should be suitable for publica-
tion on medical journals or for presentation at a confe-
rence.

8. 1. 3. Only patients being treated for approved indi-
cations of the product are to be included in the Post-
Marketing Surveillance Study.

8. 1. 4. Decisions by the medical profession to pres-
cribe the product should be based on their clinical jud-
gement.

8. 1. 5. No starter packs or free trade packs* should be
distributed as part of the Post-Marketing Surveillance Study.

8. 1. 6. Any payment to the medical profession must be
commensurate with the work involved.

8. 2. Market Research

8. 2. 1. Market Research studies must be clearly identi-
fied as such when the initial approach is made.

8. 2. 2. Any payment must be kept to a minimum and
should not exceed a level commensurate with the work in-
volved.

8. 2. 3. Promotion should not be represented as Mar-
ket Research or research of any type.

9. Relations with healthcare professionals

Members may choose to support professional activi-
ties, by financial or other means. Such support must be able
to successfully withstand public and professional scrutiny,
and conform to professional standards of ethics and of good
taste.

9. 1. Entertainment. Entertainment or other hospitali-
ty offered to healthcare professionals should be appro-
priate, secondary to the educational content and in pro-
portion to the occasion.
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9. 2. Medical Educational Material

9. 2. 1. Materials supplied for medical education must
include the name of the manufacturer and its mailing ad-
dress in the Slovak Republic.

9. 2. 2. Material supplied for medical education may
include promotional claims and/or statements, but must
comply with Section 3 of the Code of Conduct.

9. 3. General Remuneration.

Any remuneration for services rendered should not
exceed that which is commensurate with the services sup-
plied. The remuneration must not be dependent upon
prescribing of a determined amount of certain product and
no such condition shall be made or implied.

10. Public and media relations

Information delivered to public has to be used exclu-
sively for improvement of public knowledge from medi-
cal and healthcare area only. Such information about new
chemical entities, new drugs and ways of treatment delive-
red to public and media has to be:

. truthful, verified, full, clear and understandable;

- would not contain any unproved assumptions and

expectations;

- would not create an false illusion for patients about
treatment efficacy or unverified hope for certain im-
provement of his health status;

- would not have intention to cheat journalist or
patient or intention to damage competitor.

No pressure has to be created to media professionals
to publish delivered information. They have to have free-
dom for their own decision how they will use informa-
tion according to their professional opinion and reader’s
interests.

Media have to be not financially motivated by adver-
tising or other barters to publish certain information about
prescription drugs. In this case it is advertising which is
prohibited by law.

10. 1. Press releases. Press release has to follow all ru-
les stated under point 10. Content of press release has to
use proved facts without advertising messages.

10. 2. Press Conferences. Information delivered to jour-
nalists has to follow all rules stated under point 10. It is
recommended to use as speakers for medical informa-
tion, methods of treatment and drug related information
preferably medical professionals which are not company
employees. Entertainment or other hospitality have to be
appropriate and in proportion to the occasion.

The standard part of press conference has to be press
release.

10. 3. Radio and TV. Radio and TV broadcasts have to
follow all rules stated under point 10.

10. 4. Entertainment and incentives. Entertainment or
other hospitality offered to journalists should be appro-
priate and in proportion to the occasion and must not
motivate or oblige journalists to publish information
delivered by company in wished manner. The journalists
would be invited by company for foreign trips or trips
within Slovakia for educational or expert purpose only
and hospitality should be secondary to the main purpose
of event.

11. Marketing of pharmaceutical products on Internet

Generally:

- Whole Internet communication of Members and
their products has to be in accordance with other
regulations described in the Ethical Code.

- For the purpose of marketing and promotion activi-
ties Internet is considered to be an public informa-
tion and advertising medium.

- Advisory/educational web page or company web
page must clearly state who is the orderer and who
is the guarantor of the web page content.

11. 1 Advisory/ Educational Web Page
It is dedicated and used by wide public.

- It can contain information about diseases, princi-
pals of treatment, prevention but trade /brand na-
mes of products cannot be used (names of substan-
ces can be used ).

- It must contain recommendation that if the disease
is suspected or problems with treatment appear it is
necessary to contact medical doctor.

- The web page content must not urge laic public to
use a treatment if it is not necessary.

- “Advisor” which acts on web page must be a medi-
cal doctor and his full name, specialisation and wor-
king place must be published.

« All questions and answers discussed on web page
have to be archived for one year.

- It can not contain visualisation of concrete drug pack-
age with the name of drug and also can not contain
any other visualisation of drug or drug form which
could help to recognise it (for example the picture
of pill with the name of the drug).

« Illustrative visualisation of drug could be only gene-
ral picture, which will not indicate concrete product.

. If graphic design contains features taken from drug
visual, than product name can not be used.

11. 2 Company web page
It contains information about company and its acti-
vities.

- Company web page can contain portfolio with the
product brand names with complete SPC and pack-
age insert leaflet.

- Before the specialist will enter the page with the
product information he has to passed through the
page with claim: following information is for medi-
cal specialists only (for medical doctors and phar-
macists) and if the laic will read them misunder-
standing of content can seriously damage his health
although he will not act according them.

- Additionally, to enter web page with these product
information it is necessary actively (by click) to mark
an answer that person is specialist as it is described.

- If the company web page contains list of company
products (portfolio with brand names) it can not
be advertised to wide public and marketing and
adverting activities which support the sales of new
product can not be supported by advertising tend
to company web page.

- Company page can contain information about pro-
duct prices and reimbursement. Web page provider
is obliged to update these data after every change.

Note of the Editor

The code has been approved by all three associations
of pharmaceutical companies and medicinal drugs dis-
trubuting companies in Slovakia, namely by the Slovak
Association of Research based Pharmaceutical Industry
in Slovakia (SAFS), Association of Producers of Generic
Drugs (GENAS) and Association of Distributors of Drugs
(ADL), and has been made valid for all member compa-
nies since October 1, 2004. ,Explanatory Notes“ (ommit-
ted in this excerpts) form an integral and important part
of the Code. They elaborate further the principles set out
in the Code and provide more detailed guidance for their
application. The full text of the Code in PDF can be
downloaded at e.g. http://www.safs.sk
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Slovnik - od str. 7 v Postupoch pri posudzovani staznosti

Vynatky

Predslov

Farmaceuticky priemysel* propaguje koncepciu dob-
rého zdravia a pozitivneho, na zdravie orientovaného pri-
stupu ku kazdodennému Zivotu. Uznavajuc, Ze lieky zo-
hravaju doleZzita dlohu v prevencii, zlepSeni a liecbe ocho-
reni, sa farmaceuticky priemysel zavizuje:

. zabezpecovat lieky, ktoré spliiaji najvyssie Standar-

dy bezpecnosti, i¢innosti a kvality;

- zabezpecovat, aby lieky sprevadzali komplexné
technické a informacné sluzby v stlade s aktudlne uz-
navanym medicinskym a vedeckym poznanim a sku-
senostami;

. preukazovat profesionalitu pri styku so zdravot-
nickymi pracovnikmi*, predstaviteI'mi verejného zdra-
votnictva a verejnostou.

Priemysel sa angaZuje za kvalitné vyuZivanie liekov a
racionalne predpisovanie a podporuje, aby sa jeho pro-
dukty vyuZivali v silade s pokynmi a radami zdravotnickych
odbornych pracovnikov. Aby sa zabezpecila dostupnost
informacii*, na zaklade ktorych je mozné robit kvalifiko-
vané rozhodnutia pri predpisovani liekov, je potrebné,
aby vyrobca* rozSiroval medzi zdravotnickymi odbornikmi
odborné informacie o produkte, ktoré ziskal pocas vy-
skumného a vyvojového procesu, a skiisenosti ziskané v
klinickom pouzivani. Touto ¢innostou vyrobca upriamu-
je pozornost na existenciu a vlastnosti prislusného pro-
duktu* vhodnymi vzdeldvacimi a propagac¢nymi pro-
striedkami.

S plnou podporou priemyslu vznikla v sucasnosti do-
statoc¢na legislativa, ktorej cielom je chranit verejnost tym,
7e zarucuje, aby vietky produkty ponikané na trhu splfia-
li Standardy kvality, efektivnosti a bezpecnosti, ktoré su
prijateI'né z pohladu sticasnych poznatkov a skiisenosti.

Kym skuSanie, vyrobu a kontrolu je moZné legislativne
uspokojivo uzakonit, nemozno tymi istymi prostriedkami
definovat vhodné Standardy marketingového spravania.
Preto sa zodpovedni vyrobcovia zhodli na zverejneni etic-
kého kodexu a podriadili sa jeho obmedzeniam.

Clen* ADL, GENAS a SAFS (vid Poznimku editora) sa
zavizuje dodrZiavat Statat, Postupy pri poddvani staznosti
a Eticky kodex farmaceutického priemyslu na Slovensku.
StaZznosti proti akejkolvek ¢innosti niektorej clenskej spo-
lo¢nosti by sa mali podavat Etickej komisii farmaceutic-
kého priemyslu na Slovensku tak, ako to ustanovuje Etic-
ky koédex a Postupy pri podavani staznosti.

Poznamka: Pripojeny je glosar odbornych terminov.
Prvé uvedenie terminu, ktorého definicia je v glosari, je
oznacené hviezdickou (*).

Uvod

(@) Tento eticky kédex stanovuje Standardy spravania
spolo¢nosti pri marketingu produktov na predpis, pouZi-
vanych pod dozorom lekara, tak ako to umozZiiuju sloven-
ské pravne predpisy. Kédex ma pévod v odhodlani ADL,
GENAS a SAFS zabezpecit vSeobecné prijatie a dodrZiava-
nie vysokych Standardov v marketingu produktov na
predpis na l'udské pouZitie.

(b) Prijatie a dodrZziavanie kédexu je podmienkou
Clenstva v ADL, GENAS a SAFS a c¢len sa musi podriadit
slovu a duchu tohto kédexu. Clenovia musia zaistit, aby
vSetci pracovnici konajuci v ich mene boli zbehli v usta-
noveniach tohto kédexu. Farmaceutické spoloc¢nosti,
ktoré nie su ¢lenmi asocidcii, vyzyvame na to, aby prijali a
dodrziavali tento kodex.

Dohlad nad uplatiiovanim kédexu bude vykonavat
Eticka komisia farmaceutického priemyslu. Eticka komi-
sia moZe z ¢asu na ¢as vydavat vyklady, ktorych cielom je
interpretovat urcité Casti kodexu. StaZnosti v pripade
podozrenia z porusenia kodexu by sa mali hlasit Etickej
komisii .
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(0 Zakladnym riadiacim principom koédexu je to, Ze
kedykolvek sa o produkte urobi propagacné tvrdenie* ,
musi ho sprevadzat slovenska informdicia o produkte*.

(d) Nedodrzanie kédexu bude mat za nasledok sank-
cie, ktoré sa budu udelovat podla ustanoveni postupov
pri podavani staznosti. DodrZiavanie tohto kédexu ni-
jakym spdsobom nezniZuje povinnosti ¢lenov dodrZiavat
slovenské priavne predpisy a kodexy vratane Kédexu
IFPMA. Zikon zakazuje propagiciu* produktov, ktoré su
iba na predpis, ktora je urcena Sirokej verejnosti.

USTANOVENIA KODEXU
1. Povaha a dostupnost informaicii a tvrdeni

1. 1. Zodpovednost

Clenovia, ich zamestnanci a zdravotnicki/technicki
poradcovia st zodpovedni za zabezpecenie toho, aby bol
medicinsky obsah* zaradeny do vSetkych propagac¢nych
materidlov* korektny* , plne doloZeny informaciami o pro-
dukte, literatarou* alebo “archivovanymi tidajmi”*, pri-
c¢om tieto neprotirecia obsahu. Aktivity zastupcov* spolo-
¢nosti musia byt neustale v suilade s kodexom.

1. 2. Poskytovanie preukaznych udajov

Okrem dodanych informadcii alebo informacii vSeo-
becne dostupnych musi vyrobca na odévodnené vyZiada-
nie poskytnit zdravotnickym odbornym pracovnikom
dalSie presné a relevantné informacie o produktoch, kto-
ré ponuka na trh.

Preukazné informacie nesmu spocivat iba v archivo-
vanych udajoch.

Udaje, ktoré st citované v propaga¢nych materialoch
na doloZenie tvrdeni vratane “archivovanych udajov” ale-
bo udajov “v tlac¢i”, musia byt na poZiadanie spristupnené
zdravotnickym pracovnikom a spolo¢nostiam.

1. 3. Nepravdivé alebo zavadzajice tvrdenia

Informacie, medicinske tvrdenia* a grafické stvarnenia
o produktoch musia byt spravne, presné a vyvazené a nes-
mu zavadzat priamo alebo implikovane alebo zamlc¢anim.

Informacie, tvrdenia a nazorné grafické prostriedky*
sa musia dat preukazat*, pricom takého preukizanie sa
poskytne bezodkladne na poZiadanie zdravotnickych pra-
covnikov.

1. 3. 1. Neschvilené produkty a indikacie. Produkty,
ktorym SUKL neschvilil registriciu, sa nesmi propago-
vat. AvSak na medzinirodnych kongresoch* a domacich
kongresoch* sa méZu vystavovat vzorky neschvilenych
produktov a vzdeliavacich materidlov v sulade s Castou 6.
Toto obmedzenie sa vztahuje aj na neschvalené indikdcie
pri registrovanych produktoch.

1. 4. Dobry vkus

Propagacny material (vriatane grafickych a inych vi-
zualnych prezentacii) by sa mal podriadit vSeobecne uz-
niavanym normam dobrého vkusu a reSpektovat profesio-
nélne postavenie prijemcov.

1. 5. Neopravnené superlativy

Neopriavnené superlativy sa nesmu pouzivat. Tvrde-
nia nesmu implikovat, Ze produkt alebo jeho aktivna
zlozka su unikatne* alebo maju nejaku zvlastnu prednost
Jkvalitu alebo vlastnost, pokial tito nie je preukiazani. Slo-

P2

vo “bezpecny” sa nesmie pouZzivat neopriavnene.

1. 6. Nové produkty

Slovo “novy” sa nesmie pouzit na opis Ziadneho produk-
tu, prezentacie alebo terapeutickej indikacie, ktoré boli
dostupné a vSeobecne propagované na trhu v Slovenske;j

republike viac ako 12 mesiacov.

1. 7. Porovndvacie tvrdenia

Porovnavanie produktov nesmie byt znevazujiice, mu-
si byt vecné, poctivé a musi sa dat preukazat alebo dolo-
Zit odkazom na zdroj. Pri uvadzani porovnania je potreb-
na opatrnost a je potrebné zaistit, aby porovnavanie neza-
vadzalo skresfovanim, nendlezitym dorazom alebo inak.
Nesmu sa pouZivat také komparativne prirovnania, ktoré
iba tvrdia, Ze produkt je lepsi, silnejsi, CastejSie predpiso-
vany a pod. Ak sa pouzivaju na zdovodnovanie porovna-
vacich tvrdeni “archivované udaje”, musia v byt v stilade s
poZiadavkou Casti 1.2.

1. 8. Napodobiiovanie

Propagacné informdcie by nemali napodobnovat pros-
triedky, kopirovat slogany alebo vSeobecnu graficka up-
ravu, ktoru si zvolili ini vyrobcovia, spésobom, ktory by
I'ahko mohol zavadzat alebo pomylit.

1. 9. Lekarska etika
Mena lekarov alebo fotografie sa nesmu pouZivat spo-
sobom, ktory by odporoval lekarskej etike.

1.10. RozliSenie propagacného materiilu
Propaga¢ny material ako taky sa musi dat zretel'ne od-
lisit.

2. Informicia o produkte

Urcité typy propagac¢ného materialu opisované v Casti
3 musi sprevadzat uplna alebo skratend informacia o pro-
dukte.

Vidy, ked je to potrebné, musi sa informicia o produk-
te objavit tlacend velkostou pisma nie mensou ako 2 mm
a dostato¢ne kontrastne odliSend od pozadia tak, aby bola
CitatelI'nd. Hlavné titulky sa musia dat lahko identifikovat.

Informicia o produkte nesmie byt pretlacena alebo
prekladana propagacnymi frazami alebo grafickymi pros-
triedkami a musi zretelne oznacit kazda najnovsiu klinic-
ky vyznamnu zmenu* .

2. 1. Upln4 informécia o produkte

Uplni alebo skritend informicia o produkte musi byt
priloZena ku vSetkym propagac¢nym materidlom v Slo-
venskej republike.

2. 2. Skritend informicia o produkte

V lekarskych publikiciach sa mdZe pouZivat skriatend
informacia o produkte.

2.2. 1. Skratena informacia o produkte musi presne zod-
povedat uplnej informicii o produkte, pricom moze byt pa-
rafrdzou alebo zhrnutim uplnej informacie o produkte.

2.2.2. Pod oznacenim “skratena informicia o produk-
te”, sa musi objavit nasledovné: (a) Schvilené indikacie
pouzitia, (b) Kontraindikicie, (¢) Klinicky vyznamné va-
rovania, (d) Klinicky vyznamné upozornenia na pouZitie,
(e) Klinicky vyznamné neziaduce ucinky a interakcie, (f)
Dostupné formy davkovania, (g) ReZimy diavkovania a
spOsoby podavania, (h) Klinicky vyznamny potencial na
moznu liekovu zavislost, (i) Odkaz na Specidlnu skupinu
pacientov.

Ak uplna informacia o produkte neobsahuje polozky
pod tymito titulkami, nie je potrebné uvadzat takéto titul-
ky ani v tomto dokumente.

2. 3. Klinicky vyznamné zmeny

2.3. 1. Ak sa uvadza klinicky vyznamna zmena tykajtca
sa bezpecnosti produktu do informacie o produkte, musi
sa oznacovat vo vSetkych prezentaciach informdicie o
produkte po dobu 12 mesiacov s hviezdickou (hviezdi¢-
kami) k poznamke pod ciarou, velkostou pisma nie men-
Sou ako 2 mm textom: VSimnite si laskavo zmenu(y) v in-
formicii o produkte.
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2. 3, 2, Uplné znenie zmenenej Casti sa musi uvadzat
pocas tohto obdobia v kazdej informdcii o produkte.

2. 3. 3. Ak clen aktivne nepropaguje produkt, musi sa
zmena informacie o produkte pisomne ozniamit prislus-
nym zdravotnickym odbornikom.

3. Propagacny materiil*

3. 1. Reklama v ¢asopisoch

Reklama v ¢asopisoch musi byt v sdlade s poZiadavka-
mi jednej z nasledujicich kategorii. Pozadovana informa-
cia sa musi objavit v kazdej publikacii vytlacena velkos-
tou pisma nie mensou ako 2 mm a musi byt z dovodov c¢i-
tatel'nosti dostatocne odliSena od pozadia.

3. 1. 1. Upln4 reklama*

3. 1. 1. 1. Upln4 reklama musi obsahovat v rimci
reklamného utvaru nasledovné: (a) Obchodnu znacku
produktu, (b) INN* aktivnych latok (latky), (c¢) Meno dr-
zitela registriacie a jeho poStovu adresu v Slovenske;j re-
publike, (d) Uplnii alebo skritent informiciu o produkte.

3. 1. 1. 2. Upln4 reklama je povinnd pre reklamu vietkych
novych chemickych latok* alebo novych indikacii pocas
12 mesiacov od datumu prvej reklamy v lekarskych casopi-
soch alebo dlhsie, podl'a rozhodnutia zadavatela reklamy.

3. 1. 1. 3. Informacia o produkte musi byt umiestnena
vedla utvaru reklamy. Ak to nie je prakticky uskutocni-
telné, musi reklama obsahovat o tom vetu, vytlacenu as-
pon 2 mm velkostou pisma nasledovného obsahu: “Pred
predpisovanim prezrite si liskavo informaciu o produkte.
V tejto publikacii informdciu o produkte nijdete...” V tom-
to bode ..., vloZte Cislo strany v publikacii, kde sa informa-
cia nachadza, alebo odkaz na prislusne odporucenu cast s
informaciou o produkte alebo index inzerentov. Infor-
micia o produkte musi byt pevnou sicastou casopisu.

3. 1. 1. 4. Pouzitie skratenej reklamy je dovolené po 12
mesiacoch od uvedenia prvej reklamy novej chemikilie v
lekarskych publikiciach.

3. 1. 1. 5. Skratend informdcia o produkte by mala byt
umiestnena vedla Gtvaru reklamy. Ak to nie je prakticky
uskutocnitelné, musi reklama obsahovat o tom vetu, vytla-
¢enu aspoil 2 mm velkostou pisma nasledovného obsahu:
“Pred predpisovanim prezrite si laskavo informdciu o pro-
dukte. V tejto publikdcii informaciu o produkte nijde-
te...” Vtomto bode ..., vlozZte Cislo strany v publikacii, kde sa
informacia nachadza, alebo odkaz na prisluSne doporuce-
nu c¢ast s informaciou o produkte alebo index inzerentov.
Informicia o produkte musi byt pevnou sti¢astou ¢asopisu.

3. 1. 2. Kritka reklama

3. 1. 2. 1. Kratka reklama ma pripomenut predpisuji-
cemu existenciu produktu a nesmie obsahovat propagac-
né tvrdenia. PouZitie iba kratkej reklamy v ramci jedného
c¢isla publikacie nie je dovolené pred uplynutim 12 me-
siacov od prvého uverejnenia reklamy na novy chemicku
latku alebo pred uplynutim 12 mesiacov po vyznamnej
klinickej zmene zaznamenanej v informacii o produkte.

3.1.2.2. Kratka reklama musi obsahovat: (a) Obchod-
nu znacku produktu, (b) INN aktivnych latok (latky), (c)
Nazov drzitela rozhodnutia o registricii a jeho poStovi
adresu, (d) Formuldciu o tom, Ze je moZné ziskat na po-
ziadanie d'al$ie informdcie od dodavaterla.

3. 1. 2. 3. Kratka reklama mo6Ze obsahovat: (a) do 5 slov
opisujucich terapeuticku triedu*, avSak bez pouzitia propa-
gacnych fraz, (b) grafické prostriedky, (c) vetu o dostup-
nych formach davkovania, (d) vetu odkazujicu na umiest-
nenie informacie o produkte v referen¢nom manuali.

Ziaden iny material nie je dovoleny.

3.1. 3. Clanky zadané spolo¢nostou
3. 1. 3. 1. Clanky zadané spolo¢nostou je potrebné oz-
nacit ako také velkostou pisma nie mensou ako 2 mm.

3. 1. 3. 2. Clenska spoloc¢nost, ktora je zodpovedna za
zaradenie ¢lanku zadaného spoloc¢nostou, musi byt zre-
telne identifikovana, bud nad ¢lankom zadanym spoloc-
nostou, alebo pod nim, velkostou pisma najmenej 2 mm.

3. 1. 3. 3. Clinky zadané spolo¢nostou musia byt v st-
lade so vSetkymi relevantnymi ustanoveniami casti 1
tohto kédexu.

3. 1. 3. 4. Clanky zadané spolo¢nostou musia byt v stila-
de aj so vSetkymi relevantnymi ustanoveniami ¢asti 3.1.1.
a3.1.2. tohto etického kodexu.

3. 2. Materidly na pouZitie lekirskymi zistupcami*

Hlavnymi usmerfujicim principom tohto kédexu je,
Ze kedykolvek sa urobi propagacné tvrdenie pre nejaky
produkt, musi ho sprevadzat informacia o produkte. Ak
je umysel distribuovat viaceré formy propagac¢nych pred-
metov zaroveil, musi sa informacia o produkte objavit as-
pon raz.

3. 2. 1. TlaCeny propagacny materiil

3. 2. 1. 1. VSetky propagacné materidly ¢lena musia ob-
sahovat nasledovnu informaciu: (a) obchodnu znacku pro-
duktu, (b) INN aktivaych latok (latky), (c) meno drZitela
rozhodnutia o registracii a jeho postova adresu v Sloven-
skej republike, (¢) uplnu alebo skratent informaciu o pro-
dukte, (e) ditum vydania alebo revizie.

3. 2. 1. 2. Ak je nepraktické vytlacit informaciu o pro-
dukte na utvar propaga¢ného materidlu, musi tento pro-
pagacny material obsahovat vetu v zmysle nasledovného,
vytlacenu najmenej 2 mm velkostou pisma: “Pred predpi-
sovanim, si laskavo prezrite informaciu o produkte. Infor-
maicia o produkte je priloZena k tomuto predmetu.”

K predmetu potom musi byt priloZeny dokument upl-
nej alebo skratenej informicie o produkte.

3. 2. 2. Audiovizudlny propaga¢ny materiil

3.2. 2. 1. KaZzdy audiovizudlny materiil musi sprevadzat
dokument, ktory obsahuje nasledovné informacie: (a)
znacku produktu, (b) INN aktivnych latok (latky), (c) me-
no drZzitela rozhodnutia o registricii a jeho poStovnu adre-
su v Slovenskej republike, (d) uplnu alebo skratenu infor-
madciu o produkte.

3.2. 2. 2. Ak sa audiovizudlny utvar predvadza, musi byt
po skonceni prezentacie odovzdand informacia o pro-
dukte jednotlivcovi, ktory sledoval propaga¢ny materidl,
alebo ponuknuta publiku, ak prezentaciu sleduje skupina
divakov.

3. 2. 3. Upomienky na znacky*

Upomienky na znacky alebo propagacné predmety
malej hodnoty poskytované zadarmo st dovolené, pokial
suvisia s pracou poskytovatela zdravotnej starostlivosti
alebo su uZito¢né pre pacientov.

3.2.3. 1. Upomienky na znacky alebo propagac¢né pred-
mety musia obsahovat nasledovné informaicie: (a) znacku
produktu, (b) INN aktivnych latok (latky).

3.2. 3. 2. Upomienky na znacky alebo propagacné pred-
mety nesmu obsahovat Ziadne propagacné tvrdenia alebo
formulacie.

3. 2. 3. 3. Ak povaha upomienky na znacku alebo pro-
pagacného predmetu je taka, Ze je ocividne zrejmé, Ze je
nepraktické zobrazit ¢itatelne znacku produktu alebo
INN aktivnych latok (latky) tak, ako sa to poZaduje v
3.2.3.1., musi byt k upomienke na znacku alebo propa-
gac¢nému predmetu priloZzeny dokument obsahujici
informacie, ktoré Specifikuje ¢ast 3.2.3.1.

3.2.3. 4. Ak je povaha upomienky na znacku alebo pro-
pagacného predmetu taki, Ze je zrejmé, Ze je nepraktické
zobrazit Citatelne oznacenie “Pozri upozornenie” tak, ako
sa to poZaduje v Casti 2.3.1, nesmie sa tito upomienka na
znacku alebo propagacny predmet pre tento produkt po-
uzivat.

3. 2. 4. Lekdirska literatiira / autorské vytlacky

3. 2. 4. 1. Hlavna myslienka kaZdého autorského vytlac-
ku casopiseckého clanku, zbornika zo sympoézia* alebo
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suhrnu literatiry pouZitej v propagacii musi byt v sulade
s informaciou o produkte.

3. 2. 4. 2. Citacie z lekarskej literatary alebo osobnych
vypovedi musia presne vyjadrovat nazor autora a vyznam
studie.

3. 2. 5. Pocitacovy propagacny materidl

3. 2. 5. 1. Pocitacové propagacné materialy musia do-
drziavat vSetky prislu§né ustanovenia tohto kodexu.

3. 2. 5. 2. Pri propagicii individualneho produktu mu-
si dostat jednotlivec prezerajuci si propagacny material
I'ahko dostupny cez pocitac alebo ponukany publiku v sku-
pinovej situacii po skonceni prezentacie prislusnua infor-
maiciu o produkte.

3.2.5.3. Ak je informicia o produkte vloZena do inte-
raktivneho systému, musia byt inStrukcie na jej spristup-
nenie jasne znazornené.

3. 3 Postové zisielky*

3. 3. 1. Postové zasielky musia dodrziavat vSetky rele-
vantné ustanovenia ¢asti 1 tohto kodexu.

3. 3. 2. Podla potreby musi byt zaradena do vSetkych
postovych zasielok, v ktorych sa uvedené propagacné
tvrdenia, Giplna alebo skratena informacia o produkte.

3. 3. 3. Postové zasielky sa mOzZu posielat iba tym kate-
goriam zdravotnickych pracovnikov, u ktorych mozno
primerane predpokladat ich potrebu alebo zaujem.
Ziadostiam o vyradenie z reklamného adresira je potreb-
né promptne vyhoviet a Ziadne meno sa nesmie obnovit
bez osobitnej Ziadosti alebo pisomného sthlasu.

3. 3. 4. Obnazené zasielky vratane pohladnic, obalok,
prebalov nesmu mat na sebe obsah, ktory by sa mohol
povazovat za reklamu pre Siroku verejnost alebo ktory by
sa mohol povaZovat za nevhodny pre zrak verejnosti.

3. 4. Média pouZivané na prenos dokumentov
Nevyziadané telegramy, telexy a elektronické prenosy
alebo repliky na ne sa nesmu vyuZivat na propagacné ucely.

3. 5. Propagacné siitaZe

3. 5. 1. Propagacné stitaze musia spifiat vietky nasledu-
juce kritéria:

(i) Sutaz sa zaklada na medicinskych znalostiach alebo
na ich ziskani.

(i) Cena priamo suvisi s praxou mediciny alebo far-
micie.

(iii) Jednotlivé ponuknuté ceny maju byt nizkej pe-
naznej hodnoty alebo mat vzdelavaci charakter.

3.5. 2. Zapojenie sa do sutaZze nesmie zavisiet od pred-
pisovania alebo odporucania urc¢itého produktu a nesmie
byt pouZitd ani naznacena Ziadna takato podmienka.

3. 5. 3. Organizovanie takychto sutazi musi byt vo
vSetkych ohladoch v sulade s prisluSnymi slovenskymi
predpismi.

4. Lekarski zistupcovia

4. 1. Lekarski zastupcovia musia pouZivat iba propa-
gac¢ny materidl, ktory vyhovuje ustanoveniam casti 3 toh-
to kodexu. Slovné vyhlasenia o produkte musia byt v stla-
de s ustanoveniami Casti 1 tohto kodexu.

4. 2. Clenovia st zodpovedni za udrZiavanie vysokych
Standardov a sustavné Skolenie zastupcov.

4. 3. Lekarski zadstupcovia musia mat dostato¢né lekar-
ske a technické vedomosti, aby prezentovali informécie o
produktoch spoloc¢nosti presne, aktuilne a vyvaZzene, a
mali by byt oboznimeni so vSetkymi ustanoveniami toh-
to kédexu.

4. 4. Lekarski zastupcovia musia vZdy udrZiavat vysoky
Standard etického spravania pri vykone svojich povinnosti.

4. 5. Lekdrski zdstupcovia nesmu pouZivat Ziadne pod-
vodné triky s ciefom dosiahnut tak stretnutie so ziakazni-
kom.

4. 6. Lekirski zastupcovia sa musia postarat o to, aby
frekvencia, nacasovanie a dizka nivstev, ako aj sposob,
akym su robené, neobtaZovali. Lekarski zastupcovia mu-
sia dodrZiavat priania jednotlivého lekira alebo organiza-
¢né predpisy platné v konkrétnom zariadeni.

4. 7. Lekarski zdstupcovia nesmu vyuZivat na propagi-
ciu produktov medzi lekdrmi telefon, ak na to neziskali
suhlas lekara.

4. 8. Kedykolvek sa robi propagac¢né tvrdenie, poskyt-
ne lekarsky zdstupca informaciu o produkte.

4. 9. Za ziadnych okolnosti nebude lekirsky zdstupca
platit za to, aby ziskal pristup k zdravotnickemu pracov-
nikovi.

5. Vzorky produktov

Clenovia musia dohliadnut, aby sa distribucia vzoriek
robila primeranym sposobom.

5. 1. Vzorky sa mozu lekirom dédvat iba na dokonalé
oboznamenie sa s produktmi. V Case distribuicie musi byt
ponuknuta alebo do balicka produktov zaradeni infor-
micia o produkte, a ak je k dispozicii, aj informacia o pro-
dukte pre spotrebitela.

5. 2. Balicky vzoriek musia byt ako také zretelne identi-
fikovatel'né a musia byt oznacené takym sposobom, aby bo-
lo jasné, Ze ide o lekarske vzorky a Ze nie st ur¢ené na preda;j.

5. 3. Zastupcovia musia urobit prislusné bezpecnost-
né opatrenia na to, aby zaistili bezpec¢nost vzoriek, ktoré
prechovavaji. Clenovia by mali vytvorit vhodny evide-
ncny systém tak, aby ak je potrebné produkt stiahnut,
boli stiahnuté€ aj relevantné vzorky.

5. 4. Dary liekov pre nemocnice maji byt primerané a
informacia o poskytnutom dare je vec verejna.

5. 5. Na poZiadanie musia ¢lenovia promptne prijat
vratené vzorky svojich produktov.

6. Obchodné vystavy

Vieobecny princip. Obchodné vystavy su pri Sireni
poznatkov a skusenosti medzi zdravotnickymi pracovnik-
mi dolezité. Hlavnym cielom pri organizovani takychto
vystav musi byt zvySovanie lekarskych vedomosti. Ak je
pridruzena k sympoéziam a kongresom pohostinnost,
musi byt vZzdy sekundirna vzhladom na hlavny ucel stret-
nutia.

6. 1. Obchodné vystavy musia byt uréené iba pre zdra-
votnickych pracovnikov.

6. 2. Obchodnd vystava musi mat na prominentnom
mieste uvedené meno sponzorujicej spolo¢nosti.

6. 3. Vystavovatelia musia re$pektovat vetky poZia-
davky sponzorujicej inStitiicie pri inStalovani a vedeni
vystavy.

6. 4. Informécie o produktoch, ktoré su propagované,
musia byt k dispozicii v stinku vystavy.

6. 5. Nesmie sa umoZnit brat vzorky zo stinku bez do-
zoru ani ich davat neopravnenym alebo nekvalifikova-
nym osobam.

6. 6. SutaZe, ktoré sa uskuto¢iiuju ako sucast obchod-
nej vystavy, musia byt v sulade s poziadavkami casti 3.7
tohto kédexu.

6. 7. Vietky propagacné materidly pouZivané pri ob-
chodnych vystavich musia byt v silade s poziadavkami
Casti 1.3.1 a 3.2 tohto kodexu.

7. Cestovanie a Sponzorstvo

7. 1. Na c¢lenov sponzorujicich delegatov cestujuicich
zo Slovenskej republiky alebo v ramci Slovenskej republi-
ky na sympozid a kongresy sa vztahuje nasledovné:

- Cestovné mozno dotovat za podmienky, Ze stretnu-
tie priamo suvisi s oblastou odbornej kvalifikicie zdravot-
nickeho pracovnika. - Mozno hradit primeranua droven
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ubytovacich vydavkov. « Sponzorujuci ¢len nema hradit
vydavky za rodinu alebo spolucestujicu/e osobu/y. - Ce-
stovny poriadok a program maju byt schvilené general-
nym riaditelom spolo¢nosti. - Najmenej 60 % pracov-
ného ¢asu* (na mieste urcenia bez dopravy) ma byt veno-
vané praci. - Ucast nesmie byt podmienena Ziadostou o
predpisovanie stanoveného mnozstva urcitého lieku.

7. 2. Ak st ucastnici sponzorovani, aby sa ztucastnili na
sympoézidch, stretnutia sa maji uskutoc¢novat vo vhod-
nych centrach a geograficky adekvatnych lokalitach.

7. 3. Cielom sympozia by mali byt vedecké a medicin-
ske zalezitosti a pohostinnost by mala byt druhoradou k hlav-
nému ucelu podujatia.

8. Vyskum

Nasledovné ustanovenia sa vztahuju na prieskum tr-
hu* a postmarketingové pozorovacie Studie* bez ohladu
na to, ¢i ich vykonava vyrobca alebo organizacia konajica
podla jeho inStrukcii.

Vseobecne: Vyssie uvedené kategorie nezahfnaju kli-
nické skusky produktov schvilenych na registraciu.

8. 1. Postmarketingové pozorovacie $tidie (PMS)

8. 1. 1. Postmarketingové pozorovacie Stidie by mali
mat vedecku alebo lekdrsku hodnotu a nemali by byt zo-
stavované alebo uskutoc¢niované ako nejaké propagacné
cvicenie.

8. 1. 2. Postmarketingové pozorovacie Studie musia
mat formalny protokol, ¢o je poZiadavkou na zber udajov
a vyhotovenie spravy. Sprava ma byt vhodna na publiko-
vanie v medicinskom c¢asopise alebo prezenticiu na kon-
ferencii.

8. 1. 3. Do postmarketingovej pozorovacej Stadie
mozno zaradit iba pacientov liecenych na schvilené indi-
kécie produktu.

8. 1. 4. Rozhodnutia lekarov predpisovat produkt by
sa mali zakladat na ich klinickom dsudku.

8. 1. 5. Ako sucast postmarketingovej pozorovacej
Stadie by sa nemali distribuovat Ziadne nibehové alebo
komercné balenia*.

8. 1. 6. Kazda platba lekdrom musi zodpovedat praci,
ktorej sa tyka.

8. 2. Prieskum trhu

8. 2. 1. Studie prieskumu trhu musia byt ako také zre-
tel'ne identifikované pri tvodnom kontakte.

8. 2. 2. Kazdu platbu je potrebné udrZiavat na minime a ne-
mala by prevySovat droven zodpovedajicu vykonanej praci.

8. 2. 3. Propagicia by sa nemala vydavat za prieskum
trhu ani za vyskum Ziadneho typu.

9. Vztahy so zdravotnickymi pracovnikmi

Clenovia si méZu zvolit, Ze budu finan¢ne alebo inak
podporovat odborné aktivity. Takato podpora musi us-
pesne obstat pred podrobnym skiimanim zo strany verej-
nosti a odbornikov a musi byt v sulade s profesionalnymi
Standardmi etiky a vkusu.

9. 1. Zibava

Zabava alebo pohostinnost venovana zdravotnickym od-
bornym pracovnikom by mala byt vhodni, sekundirna k
vzdelavaciemu obsahu a zodpovedajica danej prileZitosti.

9. 2. Vzdelavacie materiily pre lekirov

9. 2. 1. Materidly poskytované na vzdelavanie lekirov
musia obsahovat meno vyrobcu a jeho postova adresu v
Slovenskej republike.

9. 2. 2. Material poskytnuty na vzdelavanie lekdrov mo-
Ze obsahovat propagac¢né tvrdenia a vyhlasenia, ale musi byt
v sulade s ¢astou 3 etického kédexu.

9. 3. VSeobecné odmeifiovanie

KaZzdé odmefiovanie za poskytnuté sluzby nesmie pre-
vysit to, Co je primerané za dodané sluzby. Odmenovanie
nesmie zivisiet od predpisovania stanoveného mnozstva niek-
torého produktu a Ziadna takato podmienka sa nesmie dat
ani implikovat.

10. Vztahy s verejnostou a médiami

Informaicie, ktoré su verejnosti poskytované, musia byt
vylu¢ne pouzité na zlepSenie informovanosti verejnosti v
lekdrskej a zdravotnickej oblasti. Takéto informacie o
novych chemickych latkach, novych liekoch a spésoboch
lie¢by odovzdavané verejnosti a médiam musia byt:

- pravdivé, overené, uplné, jasné a zrozumitelné; - ne-
smu obsahovat zZiadne nepodlozené predpoklady a ocaka-
vania; - nesmu vytvarat u pacienta falo$nu iluziu o ucin-
nosti liecby alebo neoverenu nadej na urcité zlepSenie je-
ho zdravotného stavu; - nesmu mat zamer oklamat nov-
inara alebo pacienta alebo zimerne poskodit konkurenta.

Na predstavitelov médii sa nesmie vyvijat tlak, aby uve-
rejnili dodané informdacie. Musia sa slobodne rozhodovat,
ako vyuzijua informacie, podla svojho profesionilneho na-
zoru a zaujmov Citatela. Médid nemaju byt financne
motivované reklamou alebo vymennym obchodom, aby uverej-
novali ur¢ité informdcie o liekoch na predpis. V tomto pri-
pade je to prave reklama, ktora zdkon zakazuje.

10. 1. Oznimenia pre tla¢

Oznamenia pre tla¢ musia dodrziavat vietky pravidla
uvedené v bode 10. Obsah tlacovych oznimeni musi vy-
uzivat dokdzané fakty bez reklamnych vypovedi.

10. 2. Tlac¢ové konferencie

Informacie poskytované novinirom musia dodrZziavat
vSetky pravidla uvedené v bode 10. Odporica sa, aby sa
pri lekarskych informaciich, metddach liecby a informa-
ciach tykajucich sa liekov ako informujuci vyuzivali
rad$ej lekarski odbornici, ktori nie s zamestnancami
spolo¢nosti.

Zabava a iné prejavy pohostinnosti musia byt vhodné
a primerané danej prileZitosti. Standardnou stucastou
tlacovych konferencii musi byt oznamenie pre tlac.

10. 3. Rozhlas a televizia
Rozhlasové a televizne vysielania musia dodrZiavat
vSetky pravidla uvedené v bode 10.

10. 4. Zabava a prostriedky motivovania

Zabava a in€ prejavy pohostinnosti poskytované novina-
rom by mali byt vhodné a primerané danej prileZzitosti a ne-
smu motivovat ani zaviazovat novinarov, aby uverejnili infor-
maicie dodané spolo¢nostou jej ZelateInym sposobom.

Novinari byvaju pozyvani spolo¢nostou na pobyty do
zahranicia alebo pobyty v ramci Slovenska iba za uc¢elom
vzdeldavania alebo z odbornych dovodov a pohostinnost
by mala byt druhoradou k hlavnému ucelu podujatia.

11. Marketing farmaceutickych vyrobkov na Internete

Vseobecne:

« VSetka internetova komunikdcia tykajica sa prezen-
tacie ¢lenov a ich produktov na Internete musi byt v su-
lade s ustanoveniami Etického Kodexu. - Internet pova-
Zujeme v suvislosti s marketingovymi a propagac¢nymi
aktivitami za informacné a reklamné médium pre Siroku
verejnost. - Na poradenskej (vzdelavacej) internetovej stran-
ke ako aj firemnej internetovej stranke musi byt zretel'ne
uvedeny zadavatel a garant obsahu internetove;j stranky.

11. 1. Poradenski (vzdeldvacia) stranka
- Je urcend prec Siroku laicku verejnost. - MdZe obsa-
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hovat informicie o ochoreniach, principy liecby ochore-
nia a jeho prevencie, ale bez udania konkrétnych (ob-
chodnych) nazvov liekov. - Musi obsahovat odporucenie,
Ze v pripade podozrenia z ochorenia a tazkosti s liecbou
treba kontaktovat lekara. - Obsah strinky nebude laicka
verejnost nabddat k liecbe. - “Poradca”, ktory posobi na
stranke musi byt konkrétny lekar a musi byt uvedené jeho
plné meno a adresa. - VSetky otazky a odpovede v ramci
“poradne” treba archivovat po dobu jedného roka. « Vi-
zual krabicky konkrétneho lieku s ndzvom lieku nesmie
byt umiestneny na edukacnej stranke a takisto Ziadne iné
zobrazenie lieku a liekovej formy, ktoré by ho mohlo iden-
tifikovat (napriklad tabletky s nizvom lieku). - Ilustra¢na
snimka lieku moZe zobrazovat len vSeobecny obrazok,
ktory nebude navodzovat konkrétny produkt. - Ak su pri
grafickom rieseni strinky pouZité prvky vizuilu konkrét-
neho lieku, nesmu obsahovat nazov lieku.

11. 2. Firemna strinka

- Firemna strinka obsahuje informacie o vyrobcovi,
jeho aktivitach. - Firemna strinka mdZe obsahovat aj
portfolio liekov s kompletnym znenim SPC a pribalovej
informadcie. - Predtym, ako sa odbornik k tymto informa-
ciam dostane, musi prejst cez stranku, na ktorej bude
upozornenie o tom, Ze “nasledujiice informacie su urce-
né len odbornej verejnosti t.j. lekirom a farmaceutom, a
v pripade, Ze ich bude citat laik, mdZe nespravne porozu-
menie nasledujucich textov vazne poskodit jeho zdravie
aj vtedy ak nebude podla nich konat”. - Okrem toho k
dal$im tymto informdcidm sa odbornik dostane len vte-
dy, ked aktivne (kliknutim) oznaci odpoved, Ze odbor-
nikom v horeuvedenom slova zmysle je. - Ak firemna
stranka obsahuje zoznam liekov (portf6lio), tak stranka
nesmie byt propagovand smerom k laickej verejnosti a
takisto reklamné aktivity na podporu predaja nového pro-
duktu nesmu byt podporované reklamou smerovanou na
firemnu strinku. - Firemnd strinka moZe obsahovat in-
formacie o cendch liekov a ich hradeni zo ZP. Prevadzko-
vatel stranky je povinny tieto tdaje aktualizovat pri kaz-
dej zmene.

Poznimka editora

Kodex bol prijaty vSetkymi troma asocidciami farmaceutic-
kych spolo¢nosti a distribitorov liekov na Slovensku, t.j. Sloven-
skou asocidciou farmaceutickych spolo¢nosti orientovanych na
vyskum (SAFS), Asocidciou vyrobcov generickych liekov (GENAS)
a Asocidciou distribiitorov liekov (ADL), a uvedeny do platnosti od
1. oktobra 2004. , Vysvetlivky“ (vynechané v tychto vynatkoch) tvo-
ria integrilnu a dolezitu sucast Kodexu. Rozvijaju dalej principy
ustanovené v Kédexe a poskytuji podrobnejsie usmernenie pre
ich aplikdciu. Ulny text Kédexu vo formite PDF moZno ziskat
napr. na internetovej adrese http://www.safs.sk

sentient patients [1, 2]. Once again, the decision proposes
a death solution in situations, which could be afforded
by modern palliative care. In addition, the decision raises
the suspicion of a financial interest of public authori-
ties, since it decreases the “burden” of a prolonged and
expensive care in clinical conditions for which any ex-
tension of life duration is considered meaningless.

More importantly, it opens the door, on a national sca-
le, to the “mercy” killing of other mentally incompetent per-
sons, to be eliminated, without their consent, for reasons
based on an external appreciation of their quality of life.

In the same direction goes a decision issued on Au-
gust 26th by the Kentucky Supreme Court, granting legal
authority to the state of Kentucky to end the life of a citizen
of the state. The case involved a mildly retarded black
male, Matthew Woods, who was placed on a ventilator af-
ter suffering cardiac arrest at the age of 54. The state re-
quested permission to remove his life support, contrary to
the wishes of Woods’ guardian ad litem.

Although Woods died of natural causes during the liti-
gation process, the Court agreed to rule on the legality of
the state’s request, because of the legal questions involved.
Prior to his natural death, Woods had never expressed
whether he wanted life-supporting measures removed.

Catholic doctors call all their colleagues, medical doc-
tors still committed to the Hippocratic Oath, to feel the
moral imperative to contrast the slippery slope that, step
by step, is permitting the public authorities to take deci-
sions on which lives are worthy to be lived. The next
steps will be the Mental Capacity Bill under scrutiny by
the British Parliament [3] and the attempt to change the
Ethical Code of Belgian Doctors made by local authori-
ties [4]. The risks of such an attitude, in terms of violence
and discrimination, should be evident for physicians and
call them to resist and fight.
Udine, 2 September 2004 Prof. Gian Luigi Gigli, MD

President of FIAMC

Notes

[1] B.D. Onwuteaka-Philipsen, et. Al. Euthanasia and other
end-of-life decisions in the Netherlands in 1990, 1995, and 2001,
362 Lancet (2003), 395-9. [2] Rietjens JA, et Al. Physician reports
of terminal sedation without hydration or nutrition for patients
nearing death in the Netherlands. Annals of Internal Medicine,
141 (2004), 178-85. [3] Parliament of the United Kingdom, The
Mental Capacity Bill, Presented on 170 June 2004 http://www .-
publications.parliament.uk/pa/cm200304/cmbills/120/2004120
.htm [4] Conseil national de 'Ordre des médecins (Belgium),
Avis relatif aux soins palliatifs, 'euthanasie et d’autres décisions
médicales concernant la fin de vie, http://195.234.184.64/web-
Fr/fr/a100/ a100006f. htm

STATEMENT ON EUTHANASIA IN CHILDREN

International Federation of Associations
of Catholic Physicians (FIAMC)

The recent decision of permitting euthanasia on chil-
dren under the age of 12 years in Holland is another vio-
lent laceration of the very fundaments of our social li-
ving together.

Officially aimed to put an end to “unbearable suffer-
ing” it actually permits the killing of human persons wit-
hout their consent. This happens in a society, like the
Dutch one, in which euthanasia on adults has been legal-
ly performed even in depressed persons and where, as do-
cumented by official studies, there is already an illegal, but
tolerated, euthanasia performed by physicians on non con-

KONFERENCIE / CONFERENCES

PODPORA ETIKY V KLINICKE]J PRAXI -
SUCASNY STAV A PERSPEKTIVY V EUROPE
Multilateridlna konzultativna konferencia
Bratislava, 18. - 19. novembra 2004

V diioch 18. - 19. novembra 2004 sa v priestoroch Mi-
nisterstva zdravotnictva Slovenskej republiky (MZ SR)
v Bratislave uskutocnila Multilaterdlna konzultativna kon-
ferencia na tému ,Podpora etiky v klinickej praxi - Stu-
casny stav a perspektivy v Eurépe“ (angl. Ethics Support
in Clinical Practice - Status Quo and Perspectives in Eu-
rope). (1) Podujatie sa konalo v rimci Programu DEBRA
Rady Eur6py (RE), v spolupraci s Riadiacim vyborom pre
bioetiku (CDBI) RE so sidlom v Strasburgu. Na konferen-
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cii sa zacastnili delegati z 22 ¢lenskych krajin RE. Sloven-
sku republiku reprezentovali ¢lenovia Centralnej etickej
komisie MZ SR. Spoluorganizatorom podujatia bol Ustav
medicinskej etiky a bioetiky (UMEB) v Bratislave.

Cielom konferencie bolo zhodnotit sicasny stav prob-
lematiky etickej podpory medicinskeho (pripadne oSet-
rovatel'ského) rozhodovania v klinickej praxi v europ-
skom pohlade a naCrtnut perspektivy jej rieSenia na pode
Rady Eur6py. Bezprostrednym podnetom pre usporiada-
nie tejto konferencie boli zavery Konferencie narodnych
etickych komisii (a podobnych inStitacii) - COMETH,
ktora sa konala v decembri 2003 v Strasburgu, ako aj ini-
ciativa a pozvanie Centrilnej etickej komisie MZ SR.

ZvySeny zaujem o tato sucasne tradicnu, ale aj relativ-
ne novu oblast podnietil akcelerovany rozvoj modernych
diagnostickych a liecebnych metod sucasnej mediciny.
Ich aplikicia v praxi nezriedka prinasa nové, dosial ne-
rieSené etické problémy pri rozhodovani o primeranom
(najlepSom?) postupe diagnostiky a liecby u konkrétneho
pacienta. Okrem lekara a zdravotnickeho pracovnika sa
na rozhodovani v tychto situdcidach coraz viac podiela aj
samotny pacient, jeho pribuzni, ¢i in€ blizke osoby - ,ne-
zdravotnici“. Prijaté rozhodnutia maja ¢asto vyznam aj
pre dalSie zacastnené osoby, vratane pribuznych pacien-
ta, ba i pre cela spolo¢nost (napr. aplikicia modernych
biotechnolégii, vyvoj génovej a bunkovej terapie ai.).

V eurdpskych krajiniach i v zamori sa rozvijaju rozne
formy interdisciplinirne, resp. dialogicky budovanej
setickej podpory“ pre rozhodovanie lekdrov, sestier a os-
tatnych zucastnenych osdb v eticky naro¢nych pripadoch
klinickej praxe. Ide napr. o etické komisie, etické konzul-
tacie poskytované odbornikmi na bioetiku, ,eticku kon-
zultacnu sluzbu“ bioetikov alebo 0s6b poskytujucich du-
chovnu sluzbu pacientom (knazi alebo duchovni réznych
niboZenskych denomindcii), kurzy a workshopy klinic-
kej bioetiky, klinicko-etické seminare a analyzy konkrét-
nych pripadov, apod. Na celoeur6pskej urovni zatial
chyba tymto rozli¢nym aktivitim vhodné zastreSenie, vza-
jomna komunikdacia, pripadne primerana ,harmonizicia“
v tych oblastiach, kde by to bolo vzhladom na akcento-
vany europsky nazorovy pluralizmus mozné, resp. Ziaduce.

Odborné rokovania jednotlivych programovych blo-
kov konferencie uviedli prehladové prednaSky pozva-
nych prednasatelov: Dr. A. - M. Slowther (Oxford, Velka Bri-
tania): Aktudlne etické dilemy v klinickej praxi v Europe,
Prof. G. Le Beer (Leuven, Belgicko): Sluzby etickej podpo-
ry v klinickej praxi a Prof. R. Pegoraro (Padova, Talian-
sko): Vzdelavanie v klinickej bioetike v Europe. Podkla-
dom rokovani bola analyza vysledkov celoeur6pskeho
dotaznikového prieskumu, uskuto¢neného v ramci pri-
prav konferencie Sekretaridtom CDBI (referovala Dr. E.
Gadd, byvala predsedajica CDBI).

Podstatou multilaterdlnej konzulta¢nej konferencie
bola vSak predovSetkym vymena informdcii o situdcii
v jednotlivych zucastnenych krajinach - a tiez spoloc¢na
diskusia, zamerand na hladanie modelov pre rieSenie
tejto zavaznej problematiky v budiicnosti. Rokovania boli
zaujimavé a konstruktivne. Priniesli konkrétne zdvery a od-
poricania, najmi pre smerovanie dalSich aktivit v tejto
oblasti na pode RE.

Ucastnici sa zhodli na jednoznac¢nej potrebe vytvarania
Struktur etickej podpory pre klinickd prax - predovset-
kym etickych komisii (komisii pre klinicka bioetiku, ,ne-
mocni¢nych® etickych komisii), a primeraného zabezpece-
nia ich ¢innosti po strinke odbornej (vychova a d’alSie vzde-
lavanie (potencialnych) ¢lenov, tvorba a dostupnost vhod-
nych odbornych usmerneni pre oblast klinickej bioetiky
(smernice - angl. guidelines), legislativnej (zakonné nor-
my a vhodné vykonavacie predpisy) a organizacnej (vytvi-
ranie potrebnych podmienok v rimci zdravotnickych zaria-
deni). Zdoraznili vyznam kontinualneho vzdelavania zdra-
votnickych pracovnikov v oblasti klinickej bioetiky - a to

i vzhladom na dosial nedostato¢ny priestor na ziskavanie
tychto poznatkov a schopnosti v rimci pre-gradualnej vyu-
ky na lekarskych fakultach, ako aj vzhladom na rychly roz-
voj mediciny a oSetrovatel'stva s narastom poctu eticky na-
ro¢nych pripadov v kazdodennej klinickej praxi.

Na podde RE tucastnici odporudili venovat tejto oblasti
konkrétnu a Specificki pozornost. CDBI pravdepodobne
navrhne vypracovanie prehladného informativnheho ma-
terialu (angl. position paper) o situacii v Eurépe a o ak-
tudlnych moZnostiach jej rieSenia. V d'alSom kroku zvazi
iniciativu na vypracovanie medzinarodného odporucania
(angl. recommendation), ktoré by bolo uz konsenzual-
nym medzinirodnym dokumentom so zdvaznym vyzna-
mom pre rieSenud oblast (podobné odporucania CDBI
vypracovalo napr. pre oblast psychiatrickej starostlivosti,
xenotransplantacii; v sicasnosti sa pripravuje odporuca-
nie pre oblast vyskumného vyuZzitia biologickych mate-
rialov Iudského povodu atd.). Delegiti podciarkli vyz-
nam vzdelavacich a ‘osvetovych* aktivit, ktoré by pod zas-
titou RE mohli mat celoeur6psky rozmer - a boli by za-
merané nielen na zdravotnickych pracovnikov, ale usilo-
vali by sa oslovit aj dalSich odbornikov zasahujicich do
oblasti zdravotnej starostlivosti, zdravotnej politiky a prog-
ramov verejné€ho zdravotnictva, vratane politikov a pracov-
nikov médii - a v neposlednom rade i $ir$iu verejnost.

Zavazny vyznam by i v budiicnosti mala mat medzina-
rodnd spoluprica, vymena informacii, ‘know-how’, a rieSe-
nie spolo¢nych vyskumnych, pripadne vzdelavacich pro-
jektov. V tomto smere by bolo mozné nadviazat na nie-
ktoré uz existujiice aktivity prebiehajuce v ramci vyskum-
nych projektov Eurépskej komisie (napr. EURETHNET, EHBP,
PRIVIREAL ai.). Delegati krajin strednej a vychodnej Eu-
ropy zdoraznili aj pozitivny vyznam aktivit Programu DEBRA
- a potrebu jeho dalSieho pokracovania, a to zvlast vzhla-
dom na pomoc, ktoru aktivity tohoto programu predstavu-
ju pre zucastnené krajiny pri priprave Specifickej ‘narod-
nej legislativy v oblasti biomediciny v duchu medzinirod-
ne zaviznych pravnych dokumentov a odporacani RE.

Slovenski delegati prezentovali vysledky, ktoré sa do-
siahli v SR v diskutovanej oblasti v uplynulom obdobi
(napr. viac nez 10-rocna existencia etickych komisii, akti-
vity Centralnej etickej komisie MZ SR (od r. 1990), pravi-
delné celostatne stretnutia ¢lenov etickych komisii (opit
od r. 2002), existencia Specializovaného odborného pra-
coviska - UMEB (od r. 1992) a medzinirodného odbor-
ného Casopisu - Medicinska etika & Bioetika [ Medical
Ethics & Bioethics] (od r. 1994); vyuka medicinskej etiky
na lekarskych fakultach a oSetrovatelskej etiky na zdra-
votnickych skoldch a v rimci $tidia oSetrovatel'stva, atd.).
Pozornost vzbudila aj informicia o nedavno prijatej no-
vej zdravotnickej legislative, ktord obsahuje aj nové usta-
novenia o zriadeni a ¢innosti etickych komisii v zdravot-
nickych zariadeniach a predpoklada v blizkej budicnosti
vydanie prisluSnych vykonavacich predpisov (vyhlasky,
pripadne odborného usmernenia).

Konanie uZ Stvrtej konferencie bioetiky Programu DEBRA
Rady Eur6py v hlavnom meste Slovenskej republiky (prva
sa uskutocnila v roku 1991) dostojne nadviazalo na dspes-
nu tradiciu predchadzajucich medzinarodnych odbor-
nych podujati, ako aj na pocetné medzinarodné odborné
a vedecké aktivity slovenskych odbornikov v tejto rychlo
sa rozvijajucej oblasti. Konkrétne zavery rokovani konfe-
rencie maju potencidl pozitivne ovplyvnit rieSenie proble-
matiky klinickej bioetiky v celoeuropskom meradle a bu-
du obsiahnuté v zborniku podujatia, ktory by mal pod zi-
stitou RE vyjst uz zaciatkom buduiceho roka (ako suple-
mentum 1/2004 Casopisu Medicinska etika & Bioetika).

Doc. MUDr. Jozef Glasa, CSc., predseda, CEK MZ SR
Mgr. Katarina Glasov, UMEB Bratislava

(1.) Predchadzajuca, skritena verzia tejto spravy bola zaslana na uverejne-
nie do periodika Zdravotnicke noviny, vydivaného v Bratislave.
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