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1. Introduction

Development of medicine and transplant surgery, where diseased organs are re-
placed by transplantation from other live or deceased (cadaveric) organ donors,
requires solving an array of ethical and legal issues. “Ethical and legal issues
arising within the context of new knowledge in these sciences and in the course
of their application in the area of experiments on man, genetic engineering, organ
transplantation or human assisted reproduction cannot be resolved with the
current legal regulations any longer. Legal regulation of these domains is set
as a priority task [...] marking this regulation as biolaw [...]” (Kandi¢-Popovi¢,
1999: 1, 2).

Organ transplantation is ethically debatable; thus, it must be founded on trans-
parency of procedures and exactness of information of significant data. Health-
care institutions and social organisations involved in transplantation must act
responsibly and citizens (potential organ donors) must be well acquainted with
this humane act. It is primary in transplantation to find organ donors, whose
“acting is characterised primarily by a highly exalted act of mercy, and only
in the second place it has the legal meaning of donating” (RadiSi¢, 2008: 107).

The issue of organ transplantation is also an object of interest of religion. Unlike
Greek and Russian orthodox churches, which officially adopted and publicised
the bases of their bioethical teachings!, the Serbian Orthodox Church (the SOC)
has no officially formulated stands on bioethical problems; there are only com-
ments of certain authors (Andreji¢, 2016: 23). The stands within the framework
of the SOC on organ transplantation are positive as people’s lives can be saved,
which is confirmed by the blessing and invitation to believers to bequeath their
organs. Patriarch Irinej also published a text confirming “that the issues regard-
ing human organ transplantation are regarded by the Orthodox Church and the
Roman Catholic Church, and the traditional Reformation churches in the same
way” (Irinej, 2011: 1).

Worldwide, the need for organs for transplantation significantly exceeds the
number of donors and the waiting lists are very long. Serbia is not an excep-
tion, and statistics show that it is among the last countries in Europe when it
comes to the number of performed transplantations. The reasons are numerous;
in particular, the citizens’ awareness of the significance of transplantation is
insufficiently developed; there is also distrust in institutions, as well as preju-

1 The Greek Orthodox Church and the Russian Orthodox Church have almost identical
positions on some donorship issues; for example, they both treat donorship as a manifestation
oflove and empathy; life of one person must not be shortened in order to prolong the lifespan of
another one; the system of a presumed consent of potential donors is considered unacceptable;
donorship must not entail any financial interest (Andreji¢, 2016:25).
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dices about possible abuse of taken organs, etc. Thus, there is a need to inform
the citizens better, to raise their awareness about this issue, to generate trust
in healthcare system, and to ensure a correct application of medical standards
and legal norms on organ transplantation.

In Serbia, the issues significant for organ transplantation are regulated by the
Human Organs Transplantation Act of 2018 (hereinafter: HO Transplatation
Act).? Italso lays down the principles on organ transplantation procedure, which
will be analyzed in this paper.

Principles are general norms setting the permitted legal framework for human
organ transplantation, but they also have an ethical dimension for the purpose
of preserving human integrity and dignity of each subject in organ transplan-
tation procedure. According to the Human Organs Transplantation Act (2018),
the transplantation procedure is based on the principles of protection of inte-
rests and dignity, voluntarity, charity, medical justification and protection, and
equal availability of human organs in Serbia (Articles 4-7 HO Transplantation
Act). These principles are general (valid for both the donor and the recipient)
whereas the significance of some of them may be more prominent for one or
the other party..

2.0rgan Transplantation

The law defines organ transplantation as a medical procedure intended for re-
establishing certain bodily functions of an organ recipient by replacing it with a
donor’s organ (Article 3 HO Transplantation Act).? Legally speaking, and bearing
in mind thatitis forbidden to acquire any material benefit by organ transplanta-
tion (non-chargeability rule)*, transplantation is based on an act of donation® of
the donor’s nonrenewable organs and tissues for the purpose of placing them
in an organ recipient (a third person) or the donor himself. “In transplantation,
the focus is on the protection against any risk for the organ donor, and organ

2 Zakon o presadivanju ljudskih organa (Act on Transplantation of Human Organs), SluZbeni
glasnik Republike Srbije, br. 67/2018; (hereinafter: Human Organs Transplantation Act, HO
Transplanation Act, or HOT Act).

3 Article 3 para. 1 item 11 of the Human Organs Transplantation Act.

4 The compensation of material loss incurred by the donor in relation to transplantation is not
considered forbidden material benefit. The HO Transplanation Act envisages a compensation
of lost profit during the temporary inability to work and an excessive damage sustained by
taking one’s organ, and a justified compensation for healthcare and technical services related
to the transplantation (Art. 5 para. 3 of the HO Transplantation Act).

5 “Donating an organ is not an ordinary civil law contract of donation, as parts of human
body are not a thing in free legal trade, but it is a sui generis contract within the rights of
personality aimed at treatment of the organ recipient.” (Radolovi¢, 2014: 107)

17



3BOPHUK PAZIOBA [IPABHOI ®AKY/ITETA ¥y Hullty | Bpoj 85 | FoguHA LVIII | 2019

trafficking is explicitly forbidden, as it would put the donor in a state of extor-
tion for material benefit, which is contrary to the organ donation itself being
highly evaluated as a priceless example of altruism” (Mujovi¢-Zorni¢, 2013: 5).

In organ transplantation, it is most important is to ensure a sufficient number
of organ donors. Organ transplantation procedure implemented by an adequate
medical institution is regulated in different ways, depending on whether the
donorisaliving person or a deceased one. The organ transplantation principles
are valid, with certain specificities, for all donors.

a) Removal of organs or tissues from living donors may be carried out solely for
the therapeutic benefit of the recipient and if there is no suitable organ or tissue
available from a deceased person (cadaver) and no other alternative therapeutic
method of comparable effectiveness (Convention of Human Rights and Biomedi-
cine, Art. 19 para. 1).°

In addition to medical requirements for transplantation, it is also necessary to
satisfy legal requirements referring to the donor’s and the recipient’s competen-
cies for judging and declaring their relevant wills related to their consents for
donating organs. Legal rules should ensure the observance of their autonomy,
their rights to self-determination and bodily integrity, and enable them to freely
express their will whether they want to donate or to receive an organ for treat-
ment. According to the Human Organs Transplantation Act, aliving organ donor
must be an adult person of full legal” capacity (Art. 17 para. 1 item 1 HO Trans-
plantation Act) who is required to provide a written consent, as an expression
of free will that he/she understands the nature, purpose and duration of the
intervention, and that he/she has been sufficiently informed in advance about
possible risks and expected successful outcome of the intervention (informed
consent) (Art. 17 para. 1 item 2 HO Transplantation Act). It excludes children
as donors as well as adult persons fully deprived of legal capacity. Besides the
incapability of judgement, giving a reasonable and valid declaration may also
be prevented by some physical reasons (e.g. the patient’s unconsciousness).
When making a decision on behalf of another person, the “best” interest of the
person should be assessed and protected. The problem is legally eliminated by
allowing the legal representatives (husband, adult child, parent) to decide, or
by establishing a professional and ethical team for making a decision related
to donating organ after one’s death, and under a presumed consent. Under the

6 CoE Convention for the protection of Human Rights and Dignity of the Human Being
with regard to the Application of Biology and Medicine: Convention on Human Rights and
Biomedicine, ETS No.164, Oviedo, 4.4.1997; https://www.coe.int/en/web/conventions/
full-list/-/conventions/treaty/164

7 In this paper, legal capacity implies both the capacity to hold rights and the capacity to
exercise them autonomously.
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principle of urgency, it is also possible to pursue the decision of the court which
interprets the will of a deceased person in accordance with his/her best interest.?

b) Organ removal from deceased persons should prevail since this procedure
precludes the risk of any potential threat to the health of living donors. The basic
legal and ethical issues of cadaveric organ transplantation are: establishing the
moment of death of a potential donor, respecting the deceased person’s expressed
will, and respecting the family members’ piety.

The first phase is establishing the death of a potential donor, which is done by
licensed healthcare institutions. The moment of death is established according
to the criterion of brain (neurological) death, which occurs with the cessation
of brain activities. By establishing this criterion, the application of advanced
medical technology for maintaining blood circulation and functions of individual
organs after brain death has occured, thereby increasing the number of organs
for transplantation. In Serbia, the moment of death is determined under the
Rulebook on Medical Criteria and Procedure for Establishing Death of a potential
organ donor (Art. 3, 4 of the Rulebook).’

Organ transplantation is based on consent. The ethical and legal dilemma is
caused by the conflict of the principle on understanding human life as the great-
est value and the principle of inviolability of a dead body (cadaver). Under the
Oviedo Convention on Human Rights and Biomedicine (1997), there are two pos-
sible legal approaches to the consideration of consent to organ transplantation 1)
removal of organs only on the basis of an informed express consent given during
lifetime (opt-in procedure, i.e. conscious involvement in the register of people
who want to donate their organs after death), or 2) the principle of a presumed
consent, where a person must sign a legal document stating that he/she opposes
the removal of organs from his/her body after death (opt-out procedure). The
system of express consent narrows down the circle of potential organ donors.
Danmark, Germany, the Netherlands, Switzerland, Australia, and the USA have
such a solution, entailing the possibility that consent may be granted by the
deceased’s relatives, unless the deceased person explicitly stated his/her will
thereof. The system of presumed consent, where the will was not explicitly stated
during one’s lifetime, entails a presumed approval; this practice is common in

8 Sometimes the court is the most objective authority since parents, for example, may be
interested in saving the life of another child, while the medical commission is interested
in implementing the transplantation procedure. When it comes to children, the possibility
of letting the Court decide should be taken into consideration, particularly if there is a
disagreement among the kins.

9 Pravilnik o medicinskim kriterijumima, nacinu i postupku utvrdivanja smrti lica ¢iji
se deo tela moze uzeti radi presadivanja (Rulebook on Medical Criteria and Procedure for
Establishing Death of a potential organ donor), “SI glasnik RS”, br. 31/2005
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the majority of the European Union countries, including Croatia. The Croatian
Act on Transplantation of Human Body Parts for Medical Treatment Purposes
(Art. 17) enables removing the organ from a deceased person, unless “the de-
ceased person made a written statement of being opposed to organ donation.”°
Croatia, which is a member of Eurotransplant that coordinates the cross-border
transplantation organ exchange, also introduced a non-donor registry.

In January 2017, Serbia became an associate member of Eurotransplant; in or-
der to aquire full membership, Serbia must meet specific requirements (e.g. ten
donors per million citizens, compliance with standard procedures, etc.). For the
purpose of increasing the number of donors, a presumed consent is established in
Serbian law; however, if there is no an explicit statement of the deceased person,
his/her family members may disagree. Under the Human Organs Transplanta-
tion Act (2018), “Human organs from a deceased person may be removed for
transplantation if an adult donor who has full legal capacity did not oppose it,
orally or in writing, during his/her life, or if his/her parent, spouse, cohabitee,
or an adult child of the deceased does not explicitly oppose it. In derogation of
paragraph 1 of this Article, if the deceased person has no relatives referred to
in paragraph 1 of this Article, human organs from the deceased person may be
removed unless a lateral kin up to and including the second degree of kinship
explicitly opposed it at the moment of death (Art. 23 HO Transplantation Act.)

As the presumption of consent is not clearly confirmed, the 2018 HO Trans-
planation Act has little effect. Therefore, the number of organ donors has not
increased. Another factor that contributes to such a sistuation is insufficient
awareness on the significance of transplantation. It would be more expedient
if the decision on organ donation is made during lifetime and communicated
to the authorized public institution (e.g. selected physician who would enter
it into the patient’s medical record or record the decision in a donor registry)
and to his/her family members. The affirmative approach to organ donation
demands a well-contemplated work of teams formed to address issues related
to organ transplantation for medical treatment purposes, providing permanent
education and information to citizens, and raising public awareness about the
need for interpersonal solidarity and humanity. The positive attitude of religion,
increased trust in healthcare institutions, and fairness in the organ transplan-
tation procedure may contribute to the positive decision on organ donation.

Non-compliance of regulations related to organ transplantation in various states
creates a “legal vacuum” and allows for abuses (e.g. transplantation tourism and

10 Zakon o presadivanju ljudskih organa u svrhu lijecenja Republike Hrvatske (The Acton
Transplantation of Human Body Parts for Medical Treatment Purposes), “Narodne novine”,
br. 144/ 2012.
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illegal organ trafficking). Although the World Health Organisation condemned
the sale of human organs for transplantation purposes,!! illegal trafficking will
still take place.

3. Development of medical, ethical and legal principles

The principles of organ transplantation procedure are derived from the funda-
mental ethical principles in medicine, which are binding for all medical practiti-
oners. Respecting the patent’s dignity, autonomy and privacy, his/her bodily and
mental integrities, nonmaleficence, charity, justice (prohibition of discrimination
on any basis and fair distribution of insufficient healthcare services) are basic
commandments underlying the sensitive relationship between a physician and a
patient, scientific researchers and human subjects who participate in biomedical
experiments. They are established by numerous international and regional docu-
ments (e.g. European Union acts) and they primarily express common consent
of medical practitioners on the governing principles that they should be guided
by in their everyday work, which are perceived not only as a moral category but
also as binding rules.!?

The Universal Declaration on Bioethics and Human Rights (2005)*3 is perhaps the
most influential international document that establishes the common principles
and rules for resolving moral dilemmas prompted by development of medicine.
In fifteen bioethics principles', the Declaration stipulates the basic values which
should guide scientific and technological development and responsible approach
to bioethics, particularly by taking into account human dignity and human rights,

11 “Organ trafficking and transplant tourism violate the principles of equity, justice and
respect for human dignity and should be prohibited.” (Principle 6 of the Declaration on
Organ Trafficking and Transplant Tourism, the Transplantation Society (TTS), and the
International Society of Nephrology (ISN), Istanbul, 30 April - 2 May 2008, https://www.
declarationofistanbul.org/images/Policy_Documents/2008_Edition_of_the_Declaration_
of_Istanbul_Final.pdf (p. 4).

12 Medical ethics, as a field of applied ethics, studies the rules of behaviour of medical
practitioners and provides guidelines for solving moral dilemmas on right and wrong, allowed
and forbidden, good and bad, not only for the patient but also for the social community
(Kali¢anin, 1999: 1).

13 The Universal Declaration on Bioethics and Human Rights (2005), United Nations
Educational, Scientificand Cultural Organisation, UNESDOC Digital Library; https://unesdoc.
unesco.org/ark:/48223/pf0000146180

14 Bioethicists reflect on the ethical principles which should guide the development of
science and ensure the greatest welfare of individuals, humanity and the world at large.
They urge for sustainable scientific progress, which will not be inhibited by an excessive
legal intervention but will not jeopardise the most significant human and social values.
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welfare, autonomy and consent, personal integrity, privacy and confidentiality,
solidarity and cooperation, equality, etc.).*®

Acting in accordance with good clinical and scientific and research practice is
also prescribed in other documents, adopted before and after the 2005 Universal
Declaration on Bioethics and Human Rights. The Hippocratic Oath is commonly
referred to as the source of moral guidelines in medicine. The contemporary
version of this pledge, which physicians take when entering into the medical
profession, is found in the Geneva Declaration of the World Medical Association
(1948),' whereby practitioners commit to perform their profesional duties with
due respect for human life, wellbeing and humane aims of medicine.

The first contemporary set of ethical principles governing research on human
beings was established by the Nuremberg Code (1947)". It was formulated as
a set of ten principles which were the foundation for establishing the rules of
humaine conduct not only towards the persons participating in medical research
but also towards any beneficiary of healthcare services. These principles were
further developed in declarations and conventions passed later but this Code
is significant because it established the standards of an informed consent, in-
cluding the requirement “to explain to human subjects the nature, purpose and
duration of the experiment, method and means to be used, inconveniences and
risks that may be expected by them and effects upon his/her health or bodily
integrity” (Simonovi¢, 2012:306).

The Helsinki Declaration on ethical principles for medical reserach involving
human subjects (1964)' was adopted at the 18" session of the World Medical
Association in 1964. The obligations from the Geneva Declaration (1948) and
the International Code of Medical Ethics (London 1949) were supplemented
with rules (recommendations) for physicians dealing with clinical trials. The
Helsinki Declaration was amended in 1975 (at the 19th session of the World
Medical Association, in Tokyo), by introducing recommendations for the medical
community conducting biomedical research involving human beings.

15 For more detail on the significance of this Declaration, see: Simonovi¢, 2012: 312-314.

16 The Geneva Declaration of the World Medical Association (1948) was ammended
at the WMA assemblies in Sidney (Australia) in 1968 and in Venice (Italy) in 1983;
https://www.wma.net/policies-post/wma-declaration-of-geneva/

17 The Nuremberg Code (1947), available at; https://history.nih.gov/research/downloads/
nuremberg.pdf

18 The Helsinki Declaration on ethical principles for medical reserach involving human
subjects (1964), https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-
principles-for-medical-research-involving-human-subjects/
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The Declaration of Lisbon on the Rights of the Patient (1981)" envisaged that a
medical practitioner should act in accordance with his/her conscience and al-
ways in the best interest of the patient, respecting the guaranteed patient rights
and autonomy, in particular the right to consent to treatment after receiving
adequate information. It sets forth the basic rights that medical profession should
provide to the patients even when they are not guaranteed by the national law.

Another important document is the CoE Convention on Human Rights and Bio-
medicine (1997), known as the Oviedo Convention.?’ “With five additional pro-
tocols (on biomedical research, prohibition of cloning, transplantation of organs
and tissues, human embryo and foetus, and human genetics), it expresses the
essence of European view on biomedicine development, without undesired
implications for man. The application of the Convention and its Protocols is
intensified with the obligation of periodical reports of the member states and
the jurisdiction of the European Court for Human Rights” (Simonovi¢, 2012:
318). In particular, this Convention regulates the position of juvenile persons
(minors) lacking capacity to consent and the manner of obtaining consent for
medical intervention (Art. 6), as well as the protection of mentally impaired
persons subjected to an intervention for treating a mental disorder (Art. 7 HRB
Convention).

The development of genetics and progress in deciphering the human genome
is also subjected to ethical scruples. The Universal Declaration on the Human
Genome and Human Rights (1997)?! emphasises the obligation to respect hu-
man rights, inherent dignity and human differences when performing research,
treatment or diagnostic procedure, irrespective of one’s genetic origin and
characteristics (Art. 2).

19 The Declaration of Lisbon on the Rights of the Patient (1981) was adopted at the 34"
assembly of the World Medical Association in Lisbon (Portugal), and later amended in 1995
(Bali, Indonesia), in 2005 (Santiago, Chile) and in 2015 (Oslo, Norway); https://www.wma.
net/policies-post/wma-declaration-of-lisbon-on-the-rights-of-the-patient/

20 Council of Europe Convention for the Protection of Human Rights and Dignity of the Human
Being with regard to the Application of Biology and Medicine: Convention on Human Rights
and Biomedicine, ETS No.164, known as the Oviedo Convention (adopted by the Committee
of Ministers in November 1996, opened for signature by the CoE in Aprl 1997, and entered
into force in December 1999); available at https://rm.coe.int/168007cf98

21 The UNESCO Universal Declaration on the Human Genome and Human Rights (1997),
adopted in November 1997; http://portal.unesco.org/en/ev.php-URL_ID=13177&URL_
DO=DO_TOPIC&URL_SECTION=201.html
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In Serbia, the principles of medical research are also regulated by the Good
Clinical Practice Guidelines in Clinical Research (2017)?? and the rulebooks that
are in line with the adequate European Union guidelines and recommendations.
Setting up ethical committees or boards in all medical and research institutions
ensures the control in the application of these principles.

“Development of sciences on living systems (life sciences) has contributed that
human rights, such as the rights to bodily integrity, dignity or privacy acquire
new dimensions. Parts of human body are used in transplantation, removed
organs may be a source for patenting new cell lines without the consent of the
person they belong to, and human body entirely represents a potential object
of biomedical researches. Such possibilities imply new dimensions of the hu-
man right to bodily integrity and the need to clearly define positions of the
person who, for instance, gives a part of his/her body for a therapeutic goal or
participates in a venture that has no therapeutic character for him/her” (Kandi¢-
Popovi¢, 1999: 32).

4. Principles of transplantation procedure

The Directive of the European Union on standards of quality and safety of human
organs intended for transplantation (2010/53/EU)* lays down the rules to en-
sure quality of organs and safety of the donor and the recipient, irrespective of
where they live. It was passed in 2010, with the obligation of the Union members
to incorporate it into their national legislations by 2012. The criteria from the
Directive should also be observed by other European Union-oriented countries.

The Serbian Human Organ Transplantation Act affirms the generally accepted
principles of not only transplantation medicine but also medicine in general.
These principles are as follows: protection of interest and dignity; voluntarity
and charity; medical justification and safety; and equal availability of organs.

4.1.Principle of the protection of interest and dignity

The principle of the protection of interest and dignity imposes that the priorities in
organ transplantation are the preservation of life and health and the protection
of fundamental human rights and dignity of organ donors and recipients (Art. 4

22 Smernice dobre klinicke prakse u klinickim istrazivanjima (Good Clinical Practice
Guidelines in Clinical Research), Sluzbeni glasnik RS”, br. 108/2017, http://www.pravno-
informacioni-sistem.rs/SlGlasnikPortal/eli/rep/sgrs/ministarstva/drugiakt/2017/108/1/reg

23 Directive 2010/45/EU of the European Parliament and of the Council of 7 July
2010 on standards of quality and safety of human organs intended for transplantation,
O] L 207, 6.8.2010, p14-29, abailable at https://eur-lex.europa.eu/legal-content/EN/
ALL/?uri=CELEX%3A32010L0053
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of the HO Transplantation Act). Organ transplantation is indented to prolong the
life of the organ recipient, but the intervention may affect the pshyco-physical
integrity of both the recepient and the donor. Bearing in mind that the number
of possible organ donors is always lower than the persons in need of an organ,
itis necessary to construe socially and ethically acceptable organ transplanta-
tion procedure, which will ensure respect for one’s personality and protection
of one’s most significant personality rights.

Protection of dignity provides autonomy of decision making of organ donors
and recipients in each phase of organ transplantation procedure. More broadly,
a consistent application of this principle should guarantee a fair allocation and
availability of organs, free of charge and irrespective of one’s financial standing.
This principle is in accordance with the human right to dignity acknowledged
by the Universal Declaration on Human Rights, requiring respect for dignity
of every human being without discrimination of any kind (Art. 1 and 2 UDHR).
Organ trafficking is directly opposed to the request for respecting human dig-
nity; thus, it is prohibited by international conventions which, despite their
significance, are not generally accepted. This contributes to the existence of
the black market and the so-called “transplantation tourism” in countries with
undeveloped transplantation systems.

The right to protection of dignity is enjoyed not only by the organ recipient but
also by the donor, regardless of whether he/she is alive or a deceased person.
If a deceased person is the donor of organs, tissues or cells, it is necessary to
respect his/her will regarding organ donation explicitly expressed during his/
her lifetime; in case there is no such statement, the deceased person’s dignity
is protected by the will and piety of his/her family members. Therefore, a pre-
sumed consent on organ donation for transplantation must be preceded by ap-
propriate information on the consequences of silence, i.e. not giving a statement
on donation during one’s lifetime. We believe that removing an organ may not
only be based on a presumed will; there is no need for the family members to
give their approval if the deceased did not consent during his/her lifetime. A
failure to make a statement should not be considered as (presumed) consent,
particularly in the contemporary age of frequent sudden deaths in traffic and
other accidents and sudden diseases with fatal outcomes (heart attack, etc.).

4.2. Principle of voluntarity and principle of charity (benevolence)

Voluntary written consent of the organ donor and the organ recipient, and
benevolent (charitable) organ donation free of charge (without receiving any
remuneration or attaining any material benefit) are two important components
on which organ transplantation rests. These are two autonomous principles

25



3BOPHUK PAZIOBA [IPABHOI ®AKY/ITETA ¥y Hullty | Bpoj 85 | FoguHA LVIII | 2019

although Serbian law regulates them in the same article (Art. 5 HO Transplan-
tation Act).

The voluntarity principle implies that human organs donation is performed on
the basis of freely expressed and legally relevant will of an adequately informed
donor. Voluntarity also means the right to change one’s opinion and revoke one’s
consent, as long as it is possible considering the phase of medical intervention.
The voluntarity principle entails an expression of free will, which is one of the
basic principles of contract law and, hence, of an organ transplantation contract.
“From the legal viewpoint, it is a contract based on donorship but, being an act
of charity and compassion, it entails high ethical components that make it quite
different from a traditional trade contract” (Mujovi¢-Zorni¢ 2013: 5).

Freely expressed will must be a result of being well informed and thoughtful,
which refers to the organ donor and the organ recipient alike. The right of an
individual to autonomously makes decisions relevant to his/her psycho-physical
integrity are not only part of European culture and civilisation but also a legal
principle of freedom of decision-making of a capable person. The system of
autonomous decision-making is contrary to the so-called paternalistic system
where physicians make decisions on transplantations. For an individual’s “in-
formed consent” to be legally valid, the statement has to be made freely, without
third persons’ pressure; it has to be made by a capable person who understands
the consequences of such a decision and who is informed about the relevant
medical facts that are important to assess the risk to the patient. The necessary
consent must have been given expressly and specifically in written form (Art.
19 Convention on the Human Rights and Biomedicine).

“It is commonly believed that the principle of autonomy is fulfilled if capable
adults have given their consent on the basis of being informed on all the risks
that may occur when, for example, their organ is removed for transplantation
(informed consent)” (Kandi¢-Popovi¢, 1999:33). The principle of autonomy of
will is embodied in the freedom of every person to make decision on a medical
treatment and the obligation of medical practitioners to respect that decision.
Itis the patient’s right to refuse the treatment, and the physician cannot assess
whether the reasons for such a decision are rational. However, it also implies that
the patient has been adequately informed on the facts important for the decision.

“A person is autonomous if she/he is capable of understanding the essence and
significance of facts, values and other factors on the basis of which he/she makes
decision, and understanding the consequences of his/her decisions and accepting
them” (Simonovi¢, 2012:301). A physician is obliged to provide the necessary
and full information to the patient on the disease, on the purpose and nature
of transplantation procedure, likelihood of success, possible risks and negative
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consequences and anything else needed for making decision on the medical
treatment. The conversation should be made in a comprehensive terminology,
adapted to the patient’s intellectual level. The information on the right to revoke
or to withdraw the previously granted consent (before the completion of the
medical intervention), without any need to explain such a decision, is an integral
part of each validly made conversation between the physician and the patient,
or the organ recipient and the organ donor.

In accordance with the principle of charity (benevolence), the legal basis for
organ transplantation is a gratuitous contract, without pecuniary or any other
material benefit being given or taken in return (Art. 5 of the HO Transplantation
Act); the Act only permits the compensation of reasonable costs.?* In this sense,
organ trafficking is criminally sanctioned trade, and advertising of healthcare
institutions is prohibited, as well as the sale and purchase of organs. The UN
Convention against Transnational Organized Crime (2004) and the Protocol to
Prevent, Suppress and Punish Trafficking in Persons, Especially Women and
Children (2000) explicitly condemn sale and purchase of organs (Art. 1).% Legal
prohibition of human organs trafficking is based on the Convention on Human
Rights and Biomedicine (1997) which provides that “The human body and its
parts shall not, as such, give rise to financial gain” (Art. 21 of the Convention).

The standpoint on gratuitousness of donating an organ for transplantation is
prevailing, but there are also opinions that the benevolence principle should be
abandoned and such contracts should legally be “considered to be commercial
contracts, even if they are sui generis, and also legitimate from the ethical and
legal viewpoints [...] since disposition of human organs, as sui generis things, by
itslegal nature is an agreement regulated under contractlaw rules” (Klajn-Tati¢,
2007: 331). In professional public, there are also opinions that a sort of strictly
controlled commercialization of organ donation for transplantation should be
allowed, whereby to exclude any immediate covenant and mediators (Ivanci¢-
Kacer, 2012: 452). Itis correct that the autonomy of will also includes the donor’s

24 This exception refers to: “1) the compensation of earnings to the live donor of human
organ during the period of the insured person’s temporary incapacity to work, which has been
caused by removal or transplanatation of a human organ transplantation; 2) a reasonable
and justified compensation for the payment of healthcare or technical services related to
the removal of a human organ, including the transportation of the deceased person who was
moved to another healthcare institution beyond the deceased person’s place of residence for
the purpose of a possible human organ donation; and 3) the compensation in the event of
excessive damage incurred as a consequence of removing a human organ from a live donor
(Art. 5 of the HO Transplantation Act).

25 One of the earliest passed laws was the US National Organ Transplant Act (NOTA) of
1984 which explicitly prohibits pecuniary compensation for donated organs, which is often
challenged (Diamond, 2012:1).
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right to make decisions on the character of agreement on the basis of which he/
she donates his/her organ. However, besides violating the ethical principles,
.organ trade (either free or controlled) would certainly have some drawbacks;
for example, abandoning the principle of solidarity and humanity would dimin-
ish altruistic organ donation; it would diminish or exclude the opportunities for
poor people to be cured by using the organ transplantation method; the poor
would see the possibility in organ trade for obtaining income for themselves and
their family members, which entails the danger of abuse; the established control
over the organ trade would not be appropriate, and it would hardly eliminate
the black market; it would be difficult to ensure a just allocation of organs if it
is conditioned by payment; human civilisation would experience another defeat
of humanity before the onslaught of economic interests, etc.

The issue of respecting the autonomy of will of juvenile persons is also highly
debatable. Can the minor’s parents or legal representatives take the risk of
granting consent on behalf of the child who is either an organ donor or a recipi-
ent, or consent to getting the child involved in the experiment? A strict respect
of the autonomy principle requires that every person first must consent to any
action related to his/her bodily integrity. It is commonly believed that, even
when juveniles are organ donors, they should be given the opportunity to make
a statement on their consent to or rejection of the intervention. “In the event of
an explicit rejection, the juvenile person’s will should be acknowledged, which
is the bestindicator of respecting the autonomy of will of those who do not have
any legal capacity in legal sense” (Kandi¢-Popovi¢, 1999: 36). We consider that,
in such cases, juvenile persons should have a special legal capacity; thus, prior
to the age of majority, they should be asked for consent, depending on the type
of intervention and the degree of risk.

The principle of voluntarity is also reinforced in the Code of Medical Ethics of the
Serbian Medical Chamber that provides that “a physician is obliged to respect
the rights, freedoms, autonomy and human dignity of each patient. The obliga-
tion of respecting human dignity does not cease even after the death of patient”
(Art. 6 of the Medical Ethics Code).

4.3. The principle of medical justification and safety

The principle of medical justification and safety implies that a transplantation
intervention is only performed if it is the most convenient treatment method,
in accordance with the medical profession rules, professional and ethical stan-
dards and obligations. The transplantation method must be in compliance with
contemporary scientific achievements, and conducted in a manner and under
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conditions that decrease the risk for the recipient and the risk of human organs
loss (Art. 6 of the HO Transplantation Act).

“Besides the autonomy principle as the fundamental principle from the viewpoint
of respecting the right to bodily integrity and dignity of an individual, regarding
the removal of an organ, tissue or a cell, as well as regarding an experiment, two
related principles are often set out: the principle of doing good (beneficence)
and the principle of not doing harm (nonmaleficience). According to the expla-
nation given by the American National Commission, the principles include the
two following rules: not doing or minimizing harm, and maximizing a potential
benefit” (Kandi¢-Popovi¢, 1999: 37).

Organ transplantation must be medically justified. It includes taking into consid-
eration the balance between the risk for the subjects (primarily for alive donor,
but also for the organ recipient) and the expected benefit that the transplanta-
tion interventions may bring. The risk must be minimal or non-existing, and the
expected benefit must be real. The physician should stop the intervention that
unexpectedly proves to be risky for one or more participants.

Additionally, the Hippocrates’ proverbial saying Primum non nocere (First, do
no harm) obliges practitioners to exercise humanity in a physician-patient rela-
tionship. This principle was primarily created to prohibit infliction of physical
pain but, in contemporary law, it also refers to the protection against inflicting
mental anguish. As there are no two identical patients in medical practice, the
physician must adjust his/her conduct to each patient, considering first of all the
patient’s interest but also the justification and safety of the medical intervention.
An experimental transplantation must meet all the legal requirements and the
medical science and profession rules.

4.4. The principle of equal availability of human organs

The principle of equal availability of human organs implies that every person
having a medically established need and medically justified reasons for human
organ transplantation should be entited to receive a human organ under equal
conditions; it also entails equal requirements for entering the organ recipient’s
name into the national organ transplantation register of persons waiting for
organ transplantation (Art. 7 of the HO Transplantation Act). This provision is
aimed at preventing any discrimination and abuses regarding organ availability.

Eurotransplant?®® is a non-governmental organization that coordinates the cross-
border exchange of organs for transplantation in the territories of the member

26 Eurotransplant is organized and functions on the basis of the democratic principle. It
includes the Assembly, the Management Board, the Advisory Council, and nine Advisory
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countries (Austria, Germany, the Netherlands, Luxembourg, Belgium, Slovenia,
and Croatia); on the basis of cooperation agreements between the member co-
untries, it provides a transparent and objective selection system and ensures
optimal utilisation of available organs for transplantation.

In line with medical standards and for medically justified reasons, every person
who has been entered into the national register of persons in need of organ
transplantation is entitled to receive a human organ under equal conditions
and without discrimination on any grounds. The data on organ recipients are
confidential. In organ transplantation, it is necessary not only legally but also
organisationally to set up a perfect operating system, given the highly limited
transplantation time available (heart and lung must be transplanted within
4 hours, kidney- within 24 to 36 hours, pancreas- within 12 to 18 hours, and
liver- within 8 to 12 hours).

In comparative law, organ availability is associated with the principle of justice
(fairness). “According to the interpretation of the US National Commission, the
justice principle particularly implies the protection of weaker, more vulnerable
subjects. It does not mean that they should be deprived of the opportunity to
participate in an experiment that would be beneficial for a specific age group
(e.g. children) or entire population. This principle is particularly significant
in the context of transplantation. Considering the conflicting circumstances
(scarce organ supply as opposed to urgent demand of a large number of potential
recipients), social protection ethics requires equally fair and just relation to the
disease” (Kandi¢-Popovi¢, 1999: 38).

We believe that organ sales should not be legalised as rich patients would be
privileged, and thus the equality principle would be infringed. The Convention
on Human Rights and Biomedicine protects the dignity and identity of all human
beings and guarantees everyone, without discrimination, respect for their integ-
rity and other rights and fundamental freedoms with regard to the application
of biology and medicine (Art. 1). Physicians also contribute to the observance
of the principle of justice and equal availability of organs by doing their job in a
conscientious and professional manner, without discrimination of any kind as
to age, race, sex, religion, political opinion, sexual orientation, smoking habits,
obesity, financial status, or any other source of inequality. “Ethically, it is unac-

Commissions. There is a single central donor identification system and a single waiting list,
with approximately 15,000 patients. When a donated organ becomes available, the computer
programme generates the compatibility (match) list for each organ. Four general principles
are decisive for allocating an organ: the chance of successful transplantation outcome; the
urgency of transplantation established by experts; the waiting time, and the so-called national
organ transplant account balance (in the exchange of organs between countries). For more,
see: https://www.eurotransplant.org/cms/index.php?page=about_brief
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ceptable that a physician refuses any examination or treatment based on his/her
non-approval of the patient’s way of life” (Salihbegovic¢, 2008: 43).

5. Conclusion

The contemporary world is characterised by dynamic development, permanent
reviewing and changes of many values of previous generations. Moral principles
are not exempted from change. With the development of science and technology,
new methods of treatment are introduced, inter alia, organ transplantation and
experimental interventions, which may jeopardise human dignity and integrity.
Ethics has always been a companion of medical professionals, considering that
knowledge without conscience and morality, particularly in medicine, may be
counterproductive and may endanger personal and other rights of the patient.
Therefore, it is necessary to set up precise ethical and legal frameworks of
freedom for participants of numerous medical interventions, particularly when
applying organ transplantation methods from live and deceased persons to the
receiving patient for the purpose of treatment. Organ transplantation is based
on the act of donation, which is an expression of human solidarity and humanity,
and not purely a legal act of donation or sales and purchase.

Medical professionals and potential organ donors and organ recipients are
confronted with numerous ethical and legal dilemmas. As its direct object is a
person, his/her life, health and dignity, the medical profession has specific ethical
rules, which are also subject to consideration under substantive and procedural
law. These ethical rules must be legally shaped, not be left to the autonomy of
will and conscientiousness of subjects during transplantation procedure.

The principles of organ transplantation provide the legal framework for legal
regulations. In Serbian law, they are: the principle of protection of interests and
dignity of the organ donor and the organ recipient (preservation of life and
health of subjects, and respect for their personal rights have the priority); the
principle of voluntarity and charity (donation of human organs is based on freely
expressed will of fully informed organ donor and organ recipient on the ben-
efits and possible risks; it is performed without compensation - as a gift); the
principle of medical justification and safety (transplantation interventions are
only performed if it is the most convenient method of treatment, in the way that
decreases the risk for the recipient without jeopardising the organ donor’s life);
the principle of equal availability of human organs (prevention of discrimination
and abuse regarding organ availability). Every person who is deemed to have
a medically established need and medically justified reasons for human organ
transplantation should have a prospect to receive a human organ on equal basis
with others. In order to prevent any discrimination and possible abuse, the or-
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gan recepient is entered into the national register of persons waiting for organ
transplanation (waiting list).

Although an organ donation is based on a (donorship) contract, it is not a gift
(donatio) in classic terms, due to the prevailing ethical elements of humanity,
charity and solidarity. Therefore, it is important to set up the legal framework
and principles which organ transplantation procedure is to be based on, and
to regulate all the phases of this procedure in detail. Certainly, at the current
level of ethical comprehension of life and death, the principle of charity should
remain binding, as well as the prohibition of organ trafficking.
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/Jlp Mupocaas Jlazuh,

PedoeHu npogpecop llpasHoe pakysamema,
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Joyenm [IpasHoz gpakysamema,
Yuueepsumem y Huuy

HAYEJIA IIOCTYIIKA [IPECABHBAIbA OPTAHA

Pe3zume

Hauesna nocmynka npecabhusarsa opzava mopajy da ucnyHe 0ea 3axmesa: 3axmee
XyMaHocmu, Ha Kojoj novusa meduyuHcka deaamHocm, U 3axmes 3auwmume
nayujeHama u o4ye8arsa sbYyOCKUX U JAUYHUX NPAsd C8AKO2 YO8EKA - 3d HUsomd u
HAKOH Fbe208e cMpmu. Y cpnckom npasy, 3a 0CHO8HA Have1a ymepheHa cy: 3awumuma
uHmepeca u docmojaHcmea dasaoya u hpumaoyd op2aHa; do6po8o/bHOCM;
MeduyuHcka onpasdaHocm u 6e3bedHocm, jeOHaka docmynHocm JbyOCKUX
opzaHa. Ceako ocoba ca mMeduyuHckKu ymepheHom nompe6om u onpagdaHowhy
3a npecahusarbem sbydckoe opzaHa, mpebasio 6u da dobuje jedHake ycaose 3a
dobujarse swydckoz op2aHa.

K./by'lHe peuvu: mpchnﬂaHmaquja, caz/acHocm, emuka, Have.a.
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