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Abstract

The research on health has to offer new data which are based on empirical facts. That fact doesn’t make the research immoral or without
limits. The purpose of this study is the survey of the existing knowledge about the scientific research on the health'’s field and the promo-
tion of the major institutional legislation that set the boundaries of the research as well as of the problems that arise from it. We noticed
a lack of published articles about the European policies around research on health. We present new data and we ended up to conclusions
which for the first time are been published in this domain. Main aim is to expand the policies that the European Union follows on the field
of health's scientific research that come up through studying relevant legislation.

We studied the main international and European institutional and legislative articles as well as Greek domestic law through Google scholar

and the website (of) World Medical Association , through the Greece's National printing house , the Greek parliament, the European

council and the European’s Commission’s site that sets the boundaries of the scientific study on the health’s field and we proceed on a
historical flashback so we would be able to explain the need of the creation of these legislative texts. The research took place in December
of 2017 and it got repeated in March-April of 2021. The medical research was originally aiming the improvement of the human life. In the
legislative texts which try to put restrictions in the ways of the scientific research’s conduction, there are some gaps. New forms of scientific
research create some questions considering the subject’s safety. In conclusion several concerns came up which demand to be answered
with insight and creative thought.
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INTRODUCTION

Scientific study according to Paraskevopoulos'is the study that
has as its purpose the promotion of knowledge and that is dis-
tinguished for its originality. On the health’s field we could say
that research is the study which aims the promotion of
knowledge for the improvement and the advancement of the
health and the precaution. The research on health has to offer
new data that are based on empirical facts. The scientific re-
search has to be characterized by strict rules which aim the hu-
man right's protection and human's decency. Furthermore, it has
to respect the animals’ rights. For all the above reasons there is
a special institutional framework that sets restrictions on the sci-
entific research. Despite that frame which is applied there are
often conflictions on a moral level, which can’t be solved inclu-
sively by legal science.

International Level

On international level there are two fundamental law regulations
that tried to put boundaries on the scientific research on hu-
mans. The Code of Nuremberg and the Declaration of Helsinki.
The Code of Nuremberg got applied and acceptable by the
Judges at the trial of Nuremberg that took place from 9-12-1946
to 20-8-1947.2 The Code of Nuremberg is made of ten rules. The
principal of consent, the principal of the freely interruption of
the participation in the study, the protection of the subjects from
pain, disability and death, the calibration between danger and
profit, the conductors of the experiment has to be properly ed-
ucated, the aim of the experiment has to be for the best interest
of the social total and an alternative method not to be available
, to be based on experiments that were conducted on animals,
the suitable precautions to be taken so the subject of the exper-
iment to be protected, the subject to be able at any time to ter-
minate the experiment, the experimental physician has to termi-
nate the experiment when he understands that there is a possi-
bility for the subjects to die or become disable except in those
experiments where the experimental physician is at the same
time a subject (5th principal of the Code). There is dispute con-
sidering what right has the experimental physician to put himself
through an experiment that knows a priori that it is going to

cause him injuries. It is a moral issue which rises, about how
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much wanted is a self-causing injury with the excuse of the gen-
eral profit. According our opinion neither the conductor himself
has the right to cause damage, disability or even death to him-
self during an experiment. The Greek law system (A281, A-582
The constitution of Greece)? as well as the international and Eu-
ropean provisions of the article 3 of Universal Declaration of Hu-
man Rights* and the articles 2 and 5 of the European Convention
on Human Rights® protects the right in life not just as an indi-
vidual right but as a human good of supreme value which none
has the right to insult. The cause of this protection comes from
the nature of the good of life and from the weakness of physical
death choice. Those two facts, that no one can self-create life
naturally and no one can choose his natural death it creates the
certainty that neither life but especially death is not a natural
creation of people. For that reason, since neither life or death
are a human creation, a human can't have the right to cause
damage on his own existence. As it turns out from the above ten
rules the Nuremberg’s Code presents some gaps which can be
an object of exploitation. For that reason, the scientists under-
stood soon enough that it has to be modified. That way the uni-
versal medical community proceed to the Helsinki's Declaration
in 1964.5

The Declaration of Helsinki describes analytically the moral
standards which should be followed during the medical re-
searches. It hasn't an application as strong as a law but it is a
code of moral values which should be followed during experi-
ments on human beings. It establishes the obligation of a doctor
to keep safe the health of people, particularly those in a suscep-
tible group and to always take the consent of the human beings
taking under consideration its state (legal or moral), at the same
time the declaration proceeds to the confirmation that the med-
ical progress is based on the medical research and experiments.
For the first time there is a dialogue for the decency and the
privacy- secrecy of a human being. It's being presented for the
first time the concept of a research’s protocol and the concept
of the animal’s and the environment's protection. Finally, it is
presented the distinction between a treating and a non-treating

research.

European Union- Greek law
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European Union

Convention of Oviedo

In the European Union at 4-4-1997 it was signed an agreement
for the human rights and the biomedicine. This agreement got
ratified and put into power with the law 2619/1998 (Greek Gov-
ernment Gazette A'132 19/6/98)” and became an inseparable
part of the Greek domestic law and it is more powerful than any
other opposite law according to the article 28 of the Constitu-
tion. It is about the calling contract Convention of Oviedo (4-4-
1997). According to the agreement above, the interests of peo-
ple will stand over the social interest or science (article 2). Special
provisions are taken for the consent of a person in surgeries and
special protective measures are enacted for minors, the disable,
etc. The general provisions of the Oviedo’s agreement are com-
patible with these of the Helsinki's declaration. The articles 13-
14 are considered an innovation because they define when it is
allowed to intervene in the human gene and forbites the pro-
choice of the child's sex with an only exception of a serious her-
itable disease, that can and has to be avoided.

Inherited diseases are considered both physical and mental dis-
eases. Eugenic practice as a field of application includes the de-
velopment of genetics and diagnostics with the help of genetic
engineering and genetic tests where they can diagnose an ab-
normality in the individual's genetic material (DNA). 8 According
to the above articles (13-14) the choice of gender is allowed for
children in cases where in this way a hereditary disease will be
prevented and avoided. From the above, it can be seen that the
operation on the sex of the child will be done during pregnancy
without specifying whether the choice is made with pre-implan-
tation diagnosis, i.e. whether during assisted reproduction only
embryos are implanted with a gender that will not cause any
hereditary disease or if through prior intervention in the material
it is possible to "construct" gender. A question arises in the first
case with what happens to the embryos of the other sex. Are
they driven to destruction? In such a case, a weighty ethical issue
arises, that of creating eugenics as opposed to the destruction
of a protected human being or a potentially human being ac-
cording to the relevant theories. According to Katsimigas &
Kaba (2010)° there are three cases of considering the fetus. The

first is that the fetus is an integral part of the female body, the
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second is that the fetus exists as a human being, i.e. it is human
nature under protection, and the third is that the fetus is poten-
tially a human being. The second theory appears to be more
logical since the fetus actually settles from the moment of its
conception in a protected environment (that of the uterus)
which environment protects it from external risks even from risks
experienced by its mother (e.g. a fall or an injury). This fact that
the fetus is protected from external factors gives the impression
that its existence could be isolated from that of its mother and
not considered an integral part of the female body but a self-
sufficient human being with its own rights. This is also followed
by legal science since it protects the value of the human fetus
after a few weeks of pregnancy (abortion ban). It must therefore
be ethically and legally investigated whether the human rights
of a subject with human DNA exist from the moment of creation.
The answer for any average reasonable person may be different
for everyone and can be divided into acceptance of DNA manip-
ulation or sex selection on the grounds of improving human life
through the absence of disease, or rejection of manipulation and
sex selection based on complete freedom of the natural evolu-
tion of human nature in an environment stripped of human in-
tervention so that the will of nature can prevail.

European’s Union policy for protecting the animals during the ex-
periments

The existing active fundamental rules in the European union can
be found in the law 2015 of 21.2/27.2.92 "ratification of the Eu-
ropean contract for the protection of the vertebrate animals
which are being used for experimental or other scientific pur-
poses”. This law ratified the European Convention for the Pro-
tection of Vertebrate Animals Used for Experimental or Other
Scientific Purposes. In the contract above it is been considered
two data which are used for its institutionalization. That the an-
imals suffer and have memory. For that reason, there are some
positive criteria that are bounding the frame of the animal use
for the health’s and safety’s improvement of the human species.
These criteria are the contribution of knowledge or the result's
achievement which are going to help both the humans and the
animals. Special care is being taken so the experiments can be

replaced with other methods that will cause less side effects. De-
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spite the fact that the contract has as its aim to protect the ani-
mals, at no point does this protection appear. In particular in the
article 11 of the law there is a reference that by the end of the
procedure it is decided if the animal has to be kept alive or to
be euthanized with a non-brutal way. It is possible for an animal
to keep suffering and be in pain or agony even after the general
restoration of its health. Then that animal has to be euthanized
("does not remain in life” according to the covert reporting of
the law who using this particular phrase covers the crime of kill-
ing an animal).

Furthermore, for the animals’ protection which are used for ex-
perimental purposes used to be applied the Presidential Decree
160/1991 (Greek Government Gazette A" 64/3.5.1991)  which
imbodied the instruction Directive 86/609/EEC in the domestic
law. The above Directive 86/609/EEC since the 1.1.2013 has been
canceled due to the article 62 of the Directive 2010/63/EU of the
European Parliament and the Council (L 276), which has been
transferred at the domestic law with the Presidential Decree

56/2013) (Greek Government Gazette A'106/30-04-2013).7

The policies that the European Union follows in the field of
clinical trials on medical products for human use

With the MD G5a/59676 (Greek Government Gazette B’
4131/22.12.2016) the provisions were made for the implemen-
tation of regulation EU n.536/2014 of the European Parliament
and of the Council of 16 April 2014 on clinical trials of medicinal
products for human use, and repealing Directive 2001/20 /EC.
With this instruction the concept of a good clinical trial was de-
fined as "the good clinical trial is a total of international recog-
nizable quality demands of moral and scientific character, that
must be followed by the planning, the conduction, the registra-
tion and the publishing of the clinical trial in which the partici-
pants are humans”. The guideline above was put in action in the
E.U. for the clinical tests and the administration of medicines to
humans and in Greece has put into action with the MD
DYG3/89292/2003 (Greek Government Gazette B’
1973/31.12.2003) Harmonization of Greek legislation with the

corresponding community according to the Directive 2001/20

/EC "for the approach of the legislative, regulative and adminis-
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trative provisions of the member states considering the applica-
tion of the right clinical practice in the studies of medical prod-
ucts for human use”.

The new Regulation (EU) 536/2014 defines that all the conditions
for the conduction of a clinical trial such as the consent of the
subject, informing people or of its spokesman for the consent,
the conduction of the trial with less pain, fear, the conduction of
the clinical tests to happen with respect of the subject’s dignity
and of its personal data, to be conducted by a qualified scientist
etc.

The European Union proceed to signing the contract of the hu-
man rights and the biomedicine, and that wasn't by chance. It
wanted to protect the human rights and to establish boundaries
in the research with main purpose of banning the attempts to
violate human rights in the name of science. The memories of
Europe after the second World War's ending are still fresh. “The
judgment by the war crimes tribunal at Nuremberg laid down 10
standards to which physicians must conform when carrying out
experiments on human subjects in a new code that is now ac-
cepted worldwide.”"®

After it was found that in the name of “scientific research” on the
health’s field were done all of the above crimes against life, bod-
ily and mentally independence, dignity and human race in gen-
eral, a decision was taken to define some rules which would lead
the moral and legal limits of the scientific research on humans.™
Greek law

As the article 1681 of the Constitution, research and science has
to be free and the state is responsible for their development and
growth. The Greek field of the general research area develops at
a steady pace in the last years but it stills presents some partic-
ular difficulties. According to the recital article of law 4386/2016
(Greek Government Gazette A’83/ 11-5-2016) “the present or-
ders are an emergency and transitional legislative intervention
on the area of research and technology. This intervention is nec-
essary to handle not only the major guidance issues of the re-
searching system but also the serious functioning problems, that
were created from the voting of the law 4310/2014.7

In the same time that intervention was necessary to fix the dou-
ble meanings and the fundamental gaps and to support every-

thing that has been produced until now on the knowledge and
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culture area. In parallel, the new measures aim the direct re-
sponse to the consequences of memorandum policies' which
have create serious problems on the research web of the country
and on the human recourses, especially they have lead a big
number of young scientists in mandatory immigration” ' From
all of the above it has been created a new reflection on the sci-
entific research area, due to the restrictions that are applied on
research due to the international economic crisis and the appli-
cation of the memorandum at Greece.

Moral issues

Nowadays still are found new forms of research which probably
need more scientific discussion.

Analyzing the real data from above that came up during the 2nd
World War in relation to these new forms of research, the scien-
tific research causes several moral and ethical issues which con-
sider the measure where the research can reach in the health’s
field in relation to the promotion of the public interest and social
good.

As a small example the main moral issues in research is the pro-
tection of the personal data, the consent, the use of animals in
experiments, the research on human stem cells.™

Personal data

The personal data are being protected by the Greek legal order
with the laws 2472/1997 (Greek Government Gazette A'50
10.4.1997) and 3471/2006 (Greek Government Gazette A
133/28.06.2006), as they were modified to be activated after the
application from the E.U. of the General Data Protection Regu-
lation 2016/679." Sensitive data, are defined by the law
2472/1997 (Greek Government Gazette A'50 10.4.1997) as the
data that consider the racial origins, the politic beliefs, the reli-
gious or philosophical beliefs, the participation in a trade union,
the health, the social care and the love life, anything that has to
do with criminal prosecutions or convictions as well as the par-
ticipation to clubs with people belonging to any category above.
The matter of the personal data was firstly mentioned when the
contract between the umbilical cord blood bank and the health
business group (National Bioethics Committee of the Hellenic
Republic, 2017) were interrupted. With the committee’s decision
it brought up the delicate issue of the protection of that matter

and the personal data of the child and the parents.'®
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Without the subject’s consent the processing by the responsible
principals of processing of its data it is forbidden. As consent it
is considered the clear and full understanding and the explicit
statement of the person-subject, who after their information de-
cided to become a subject to the experiment. Exceptions can be
made especially for the scientific research as well as for statist
reasons but with a specific procedure. The consent on the scien-
tific research considers the reassurance of the human’s willing to
participate in the research either under the form of a clinical re-
search or under the form of a clinical study. For the consent to
be given from a natural person, that person has to have legal
practice ability. Legal practice for all the legal practices accord-
ing to the article 127 (Civil Code) have the adults, that is people
who are over 18 years old. On the contrary incapable for legal
practice (128 C.C) are everyone who are under the age of 10
years and everyone who are under total guardianship. In the fol-
lowing articles of the Civil Code there is an escalation of the age
or the ability which defines for what legal practices a person is
capable of. In the scientific research those people categories are
being represented by a special representer and it is taken under
serious care/consideration when it is about people who belong
in sensitive social groups.

Recently the E.U. applied the General Regulation for the data
protection (GDPR - 2016/679) that embodied in the Hellenic or-
der with the law 4624/2019 (Greek Government Gazette
A'137/29-8-2019).7 Itis applied a special derogation with the ar-
ticle 22, that allows the processing of special personal data cat-
egories since it is necessary among others for reasons of pre-
cautioning medicine, medical diagnosis, public interest on the
field of public health such as serious borderline threats against
health’'s under the condition that all the necessary and special
measures to protect the subject’s interest.

A practical issue of personal data protection was raised during
the period of the COVID-19 pandemic where the above article
22 para. ¢ of Law 4624/2019 (Greek Government Gazette
A’137/29-8-2019) had to be applied in accordance with which
allows the processing of special categories of personal data by
public and private bodies for reasons of public interest in the
field of public health, such as serious cross-border threats to

health. Dealing with an urgent and unpredictable situation, such
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as a pandemic, is considered a matter of public interest in the
field of public health. The protection of personal a case relaxes,
prior to the protection of the public interest and primarily the
protection of human life. This fact gives rise to knowledge from
mainly public services, such as the various health structures, per-
sonal data such as the circle of our contacts, sensitive data such
as for example vaccination or not, a fact which also led to rivalry
between groups (vaccinated and non-vaccinated ) due to differ-
ent perceptions on the subject. In this case, the knowledge of
social and personal contacts was not particularly dangerous for
citizens' personal data because the specific virus is transmitted
to general population groups in which reporting their illness will
not cause a breach of personal data.

The ECDC report on monkeypox is relevant. (2022)"
Laboratory animals

A special subject’s category is the animals that are being used in
experiments. Above analyzed the legal framework which regu-
lates the use and livelihoods, and the subsequent development
of the test animal. Applying special standards of the buildings in
where the animals will stay etc. The phrases that are being used
in the laws above Presidential Decree 160/1991) (Greek Govern-
ment Gazette A’ 64/3.5.1991), Law 2015/1992 (Greek Govern-
ment Gazette A'30/1992) create the certainty that the animal
during an experiment may die, become disabled or hurt and an-
esthesia is not carried out in every case of experiment. (Article 8
of the Directive 86/609/EEC - Presidential Decree 160/1991
(Greek Government Gazette A’ 64/3.5.1991). The question if the
animal has a smaller value than a human has and for what rea-
son, comes up. It is deemed appropriate to reduce the animal
use in clinical trials through the theory of 3Rs principle.™®

For each R there is one principle on the ethical use of animals
in experiments:

Reduction refers to the methods applied which allow the use of
less animals in a protocol. Refinement means to apply methods
which minimize or eliminate animal suffering, such as: using an-
esthesia in a procedure analgesic to relieve animal pain while
recovering, using non- invasive techniques, providing comfort-
able and safe housing environment and training the animals in
order to cooperate during procedure. The major objective in sci-

entific animal use is replacement. It refers to substituting animals
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with other models, like invertebrates, cell cultures, organs, cellu-
lar fractions and microorganisms. A protocol conducted without

any use of animals would ideally be the expected replacement.’®

Stem cells

The stem cells are found in every state of the embryonic devel-
opment. They can be Embryonic stem cells (ESCs) are the most
commonly used pluripotent stem cells. Initially there was, and
still is, great ethical conflict on therapies using ESCs, based on
the discovery by scientists, in 1998, that it was possible to re-
move ESCs from human embryos. A number of diseases, even
some considered incurable, seemed to be effectively treated by
stem cell therapy. The issue raised was that the embryo (which
would potentially become a human) was destroyed during the
isolation of ESCs in the scientific lab.2°

The National Bioethical Committee of the Hellenic Democracy
had a meeting in 2001 to answer issues considering the use of
the stem cells in biomedical research. It decided that the use of
the stem cells that came up form an abortion is allowed, since
the abortion is legally allowed in the Hellenic legal order so is
the isolation of the stem cells. Only one member voted saying
that the value of a person exists from the moment of the fertili-
zation and that abortion is morally devilish.

Specifically, the decision of the National Bioethics Commission
of Greece's Democracy said: “Most members of the Commission
recognize that, although abortion is natural to raise some ethical
concerns to some degree, it is enshrined in modern law. There-
fore, as long as the isolation of stem cells from an embryo does
not raise ethical dilemmas of a different order, there is no reason
to rule it out in advance. Although according to the opinion of a
committee’s member... the value of a “person” (as a being of
soul and body) exists from the moment of the egg's fertilization.
Thus, in this view not only the isolation of the embryo’s stem
cells can't be accepted but the abortion itself it is morally flawed.
So, by that point of view, the only acceptable stem cells’ source
is the somatic stem cells from an adult or even an underaged
person (if it is about his own treatment) under the condition to
not get used for reproductive cloning or embryogenesis (em-
bryo creation for therapeutic purposes) and since the standards

of the certificated researching labs have been defined and the
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conditions of the research’s conduction”.?’

There is a question, considering the opinion of the Committee’s
member in which the value of a person exists since the time of
the fertilization, if it is moral to delete a future life with the par-
allel isolation of stem cells for the healing of another. With what

guide do we define which life has value?

CONCLUSIONS

The medical research begun with purpose the improvement of
the human life. In the process it has been used (thankfully mini-
mals) with the wrong means by the wrong people to achieve
wrong aims. For that reason, it has been put a wed of restrictions
in the scientific research after the 2nd World War due to the il-
legal and denounced used methods. So, in an international as in
a European level it has been applied rules that define those re-
strictions. The moral and ethical issues in medical research have
been created due to the development of the technology and the
new means that the biomedical field uses. New questions come
up and issues which has to be answered with insight and creative

thought.
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