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Abstract. Donor anonymity: national legal regulation and international experience. Shpuhanych LI., Diukarieva-
Berzhanina K.Yu., Yavorska O.S. The article is devoted to the analysis of legal, medical, moral and ethical aspects of
the principle of donor anonymity. The principle of anonymity has a legal framework and appropriate regulation in
international documents. These are: Directive on standards of quality and safety of human organs intended for
transplantation, WHO Guiding Principles on Human Cell, Tissue and Organ Transplantation, 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 and the Additional Protocol etc. This principle is the basis of the
legislative regulation of donation in many countries, including Ukraine. The normative approaches to the legal
regulation of donation and the principle of anonymity in accordance with national legislation are investigated. The Law
of Ukraine "On the Application of Transplantation of Anatomical Materials to Man" bylaws and the application of the
principle of anonymity depending on the type of donation: posthumous and lifetime are analyzed. The international
experience of applying the principle of anonymity is characterized. The principle of absolute anonymity is enshrined, in
particular, in the legislation of the Netherlands, Sweden. Accordingly, such regulatory approaches exclude any contact
between the donor and the recipient. According to the principle of conditional anonymity (in particular, the United
States and the United Kingdom), the exchange of information between the donor and the recipient is permitted, surely
at the will. The advantages and disadvantages of direct communication between the donor and the recipient are
described. The expediency of applying the principle of conditional anonymity in national practice is substantiated
regarding moral, ethical, and psychological aspects. In order to implement this, it is proposed to consolidate the right
of the donor and the recipient to approve or deny the data exchange at the legislative level. It is suggested to assign the
appropriate functions aimed at facilitating the parties' interaction to the transplant coordinator.

PedepaT. AHOHMMHOCTH JOHOPCTBA: HALMOHAJIbHOE NPABOBOE peryJMpoBaHHe U MeKAYHAPOAHBIH OMNbIT.
Mnyransry U.HA., JokapeBa-bepxannna K.1O., fIBopckas A.C. Cmambs noceésawena anaiusy npagosvlx, meou-
YUHCKUX, MOPATbHO-IMUYECKUX ACNeKMO8 NPUHYUNA aHOHUMHOCMU OoHopcmea. IIpunyun aHOHUMHOCMU UMeem
HOpMamueHoe 3aKpenieHue U COOMBEMCMEYIOUYI0 pe2laMeHmayuro 8 MeHCOYHApOOHbIX akmax: [upekmuea o
cmauHoapmax Kawecmea U 0Oe30NACHOCMU  Yelo8eYeCKUX OpeaH08, NPeOHASHAYEHHLIX OJid MPAHCHAAHMAYUlU,
Pykosooawue npunyunvr BO3 no mpancnianmayuu uenogedeckux Kiemox, mrauel u opeanos, Kounsenyus o 3awume
npag u 00CMOUHCMBA YeNlo8eKd 8 C853U C NpUMeHeHueM 0ocmudiceHul buonozuu u meouyunvl: Koneenyusa o npasax
yenogeka u Ouomeouyune u J{onoaHumenvHulli NPomokonr K Heil u m.n. Taxkou npunyun noaodceH 8 OCHO8Y
3aKOHOOAMENbHO2O DPe2yIUPOSanusi OOHOPCMBA MHO2UX CMpaw, exkmouas u Yxpaumny. Hccredoeamvl HopmamueHbie
N00X00bl NPABOB0O20 PeYIUPOBAHUSL OOHOPCMBA U NPUHYUNA AHOHUMHOCIMU 6 COOMEEMCMEUU C HAYUOHANbHBIM
3axonooamenvcmeom: 3axon Yxpaunvl «O npumerHeHuu mpaHchiaHmayuy aHamoMu4yeckux Mamepuaios 4eiosexky» u
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noo3axkoHuvle akmol. IIpoaHanu3suposano npumeHeHue NPUHYUNA AHOHUMHOCU 8 3A8UCUMOCTNY OM 8UOd OOHOPCMEA:
nocmepmHuoe u npudsxcusHennoe. Ilpoananuzuposan 3apyOedxcHuill ONbIM NpUMEHeHUs NPUHYUNA AHOHUMHOCMU.
Ipunyun abcontomuol AHOHUMHOCMU 3aKpeniieH, 8 4acmHocmiu, 6 3axKoHooamenvcmee Huodepnanoos, Illseyuu.
Coomeemcmeenno makue HOpMAamugHvle NOOX00bl UCKTIOUAIOM 000U KOHMAKM MeHcOy OOHOPOM U peyunueHmom. B
COOMEEeMCmMEUU ¢ NPUHYUNOM YCi08HoU anonumuocmu (¢ wacmuocmu CLIA u Benuxobpumanus) paspeuwieno oomen
OaHHBIMU MeNCOY OOHOPOM U PEYUNUEHMOM NPU HATUNUYU UX 80Neu3basneHus. Oxapakmepuzoeansvl npeumywecmsa u
Hedocmamku npamo2o obwenus O0onopa u peyunueuma. C yyemom MOPATbHO-IMUYECKUX U NCUXONOSUHECKUX
acnekmos 000CHOBAHA YeNeco0OPAZHOCMb NPUMEHEHUs NPUHYUNA YCAOBHOU AHOHUMHOCHIU 6 OmedechmeeHHOU
npaxmuke. C 3moil yenvio npeonazaemcs 3aKpenums HA 3aKOHOOAMENbHOM YPOGHE Npaeo OOHOpA U peyunueHma
dasamv coenacue uau Hecoeracue Ha 0OMeH OaHHbIMU. [[1a HANAXNCUBAHUA 63AUMOOEUCMEUs CMOPOH COOM-
semcmeyrowue QyHKYUU NPEOIONCEHO BO3NONCUNb HA MPAHCHIAHM-KOOPOUHAMOPA.

Health secrecy, confidential information, patient
anonymity, medical secrecy - these and other similar
terms are used both in Ukrainian legislation and in
medical practice. At the same time, confidentiality is
an established legal, medical, ethical and social
norm in the patient's relationship with the doctor.
Prohibiting health professionals from disclosing
information that they become aware of in the course
of their official duties is a solid basis for building
confidence in a particular physician and the health
care system in general.

In this aspect, the norms of the Law of Ukraine
"On the wuse of transplantation of anatomical
materials to humans" [4] (hereinafter — the Law on
Transplantation) of May 17, 2018 were not an
exception. Among the basic principles in this act is
the principle of anonymity (Article 4). Such ap-
proaches are used by many countries around the
world, which use it, taking into account the legi-
timate interests and wishes of donors and recipients.

Therefore, the purpose of this article is to study
the current state of legal support for the secrecy of
donation and the formation of proposals for its
improvement based on foreign experience. To achieve
this goal, dialectical, analytical, systemic, formal-legal
and comparative-legal methods were used.

The right to anonymity of both the donor and the
recipient is a common practice of the vast majority
of countries in the world where transplantation is
allowed at the legislative level. The same position is
set out in Directive N 2010/45/EC on standards of
quality and safety of human organs intended for
transplantation [7]. Its provisions do not allow the
disclosure of personal data of the recipient to the
donor or his family members, and vice versa.

The WHO Guidelines for Transplantation of
Human Cells, Tissues and Organs also emphasize
the need to respect the principle of anonymity and
confidentiality of donors and recipients (Ex. 11) [2].
Also important are the provisions of the Convention
for the Protection of Human Rights and Dignity on
the Application of Biology and Medicine: the
Convention on Human Rights and Biomedicine of 4
April 1997 [3] and its Additional Protocol of 24
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January 2002 [1]. They enshrine the right to respect
for one's private life; regarding information on
health, it is stated that all personal data of the donor
and recipient are confidential and must be protected.

The principle of anonymity enshrined in the Law
on Transplantation should be considered in com-
bination with a whole set of norms and rules that
"remind" of the need to comply with it. Ensuring the
anonymity of the donor and recipient should be
facilitated by the Unified State Transplant Infor-
mation System (hereinafter — USTIS). At present,
such a system has not been created, which makes it
almost impossible to transplant anatomical mate-
rials. However, the system is planned to be launched
in 2021, and until then the transplant is proposed to
be carried out on the basis of information on paper.
After the creation and launch of USTIS, it will
include a set of minimum data — information about
donors, recipients, characteristics of anatomical
materials that are collected, processed and protected
in the manner prescribed by law. These data are
information with limited access (confidential) within
the meaning of the Law of Ukraine "On Infor-
mation". Based on the provisions of this act, such
information may be disseminated at the request
(consent) of the person concerned in the manner
prescribed by him/her in accordance with the con-
ditions specified by the latter [5].

In our opinion, the study of the principle of
anonymity in the analyzed area should be carried out
in view of the two main types of donation enshrined
in the domestic Law, depending on the donor:
1) lifelong donation, when the donor is a living
person; 2) posthumous donation, when transplan-
tation of anatomical materials is performed from a
deceased person (corpse donor).

Lifetime donation, in turn, is divided into the
following types: 1) family donation: a living donor is
a close relative or family member of the recipient;
2) cross-donation (exchange of living immunolo-
gically compatible donors between recipients);
3) donation of anatomical materials capable of rege-
neration (self-reproduction), including hemato-
poietic stem cells, which can be carried out by a
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living donor who is not a close relative or family
member of the recipient.

As a general rule, a living donor of anatomical
material, other than those capable of regeneration,
may be a close relative or family member. The list of
such persons is defined in Art. 1 of the Law on
Transplantation and which was even amended in
February 2019. Instead, the legislation of foreign
countries (for example, the United States) does not
limit the number of people who want to be donors of
anatomical materials, only close relatives or family
members. Any person, in accordance with medical
indicators, can become a donor for a complete
stranger. This approach seems progressive.

Instead, if transplantation in Ukraine from a close
relative or family member is not possible, given the
results of determining the immunological compa-
tibility of the donor and recipient, the medical
council may decide to use cross-donation. In this
case, another recipient included in the USTIS is
searched for and donors are inter changed. However,
the requirements for cross-donation are not detailed
at the legislative level. The relevant Procedure for
the use of cross-donation is approved by the Cabinet
of Ministers of Ukraine. However, such an act has
not been adopted yet. Therefore, the use of this type
of donation is currently almost impossible. Due to
the fact that the principle of anonymity is the same
for all types of donation, its application to cross-
donation is mandatory.

As for the donation of anatomical materials
capable of regeneration (self-reproduction), inclu-
ding hematopoietic stem cells, this is the only type
of donation that can be performed by a living donor
who is not a close relative or family member of the
recipient. Hematopoietic stem cell donation is also
not subject to the principle of gratuitousness, which
is mandatory for other types of donation.

Postmortem donation is characterized by the
possibility of removing for further transplantation of
the recipient anatomical materials of the deceased, in
respect of which in the manner prescribed by law,
consent was obtained to remove from his body
anatomical materials for transplantation. A donor
can be any able-bodied adult who has given his or
her consent to posthumous donation, or such consent
has been obtained from an authorized representative
appointed by the donor, or in some cases from the
other spouse or one of the person's close relatives
(children, parents, siblings).

The application of the principle of anonymity in
practice differs slightly depending on the type of
donation. When transplanting anatomical materials
from a living donor — a close relative or family
members of the recipient, anonymity should be
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considered through the prism of the obligation not to
disclose medical secrets. Keeping the secret of
donation in a close (family) circle of close
acquaintances is quite difficult and hardly necessary.
Interestingly, the Order of the Ministry of Health of
Ukraine of April 10, 2012 "On providing a living
family donor with homotransplant for trans-
plantation", which was adopted in accordance with
the Law of Ukraine "On transplantation of organs
and other anatomical materials to man" (lost
validity). This act entitles the probable donor and
recipient and/or his/her parents/legal guardians to
access any information concerning the donor-
recipient pair [6]. In our opinion, the application of
the norms of this, albeit current Order of the
Ministry of Health of Ukraine, contradicts the norms
of the newly adopted Law in the field of trans-
plantation, as well as the provisions of the Central
Committee of Ukraine and a number of international
acts on fundamental human rights and freedoms.
Persons who have received confidential information
about the identity of a donor or recipient, in
connection with the performance of official duties or
from other sources, have an obligation not to
disclose it, except as provided by law. On the other
hand, in the presence of the will of the donor and the
recipient, the secrecy of family donation, and hence
the observance of the principle of anonymity, is in
fact quite conditional.

Ensuring a person’s right to privacy, including
health secrets, in other types of donation is a rather
complex and debatable issue. The issue of possible
disclosure of information about the donor and
recipient has been repeatedly the subject of research
and lively discussions among physicians, psycho-
logists, sociologists and lawyers around the world
[8, 10, 13, 22].

The provisions of the current Law on Trans-
plantation are formulated in such a way that in fact
exclude the possibility for a donor or his family
members to receive information about the recipient
and vice versa (except for family donation). Howe-
ver, it seems that such a position is too categorical.
After all, the recipient, like the donor (his/her close
relatives or family members at the postmortem
donation), may equally express a desire to obtain
information about each other. As a general rule, the
legislation of Ukraine allows a person to dispose
his/her personal data and information about the state
of his/her health at his/her own discretion, deciding
who should disclose them and who should not.
However, on the other hand, there are no practical
ways to implement this right in the field of
transplantation of anatomical materials. After all, the
principle of anonymity, as well as the obligation to
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comply with the legal regime of confidential
information contained in USTIS, comprehensively
exclude the possibility of exchanging data on the
identity of the donor and recipient, even with the
mutual consent of both parties.

Thus, as of today, the legislation of Ukraine
enshrines the principle of absolute anonymity, which
excludes the possibility of the donor receiving
information about the recipient and vice versa. This
approach is used, for example, in the Netherlands
[15] and Sweden [24]. The laws of these countries
are designed to protect the families of the donor and
recipient from the public and from each other. They
provide for the possibility of contact between
subjects only through the exchange of deperso-
nalized correspondence through donor or transplant
organizations [17, 23]. However, recently there have
been active discussions about the expediency of
enshrining the possibility of establishing direct
contact between the donor and the recipient in the
regulations of these countries [12, 21]. Instead, the
principle of conditional anonymity has been
introduced in the practice of a number of other
foreign states. For example, in the United States [8],
the United Kingdom [19], and Australia [18], post-
operative contact between a donor (his family mem-
ber) and a recipient is allowed, provided that both
parties agree. According to researchers, contact should
occur only after a certain period of time after
transplantation, as well as with the support of medical
professionals in a controlled environment [11, 14].

The European Society for Organ Transplantation
(ESOT) conducted a comprehensive study of the
positions of donors and recipients on the issue of
their anonymity, both before and after trans-
plantation of anatomical materials. The obtained
results gave grounds to conclude that the principle of
conditional anonymity in the postoperative period is
the most acceptable for both the donor and the
recipient [9].

It seems that such results are not unfounded.
Disclosure of information to the donor about the
recipient and vice versa before the transplant is quite
a risky decision. However, contact between donors
(their close relatives) and recipients in the
postoperative period has a number of advantages.
The main positive moments from the acquaintance
and communication of donors (or their close
relatives or family members) and recipients are the
following:

» the opportunity for recipients to personally
thank the donor or his/her close relatives. Socio-
logical surveys of donors, recipients and their
families in different parts of the world suggest that
words of gratitude for the provided anatomical
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materials, which were so necessary to the recipient,
are invaluable experience and an important
psychological relief for the recipient and at the same
time support. donor or his family. This issue beco-
mes especially relevant in posthumous donation. In
this case, the pain of losing a loved one is easier to
accept [20] and rethink;

* the ability of the donor personally or his/her
close relatives to observe the positive results of the
transplant [16]. The lack of donor organs and tissues
in the world is a common problem, the solution of
which lies in the formation of a positive attitude in
society to transplantation as a method of treatment,
encouragement to donate their own anatomical
materials;

* the opportunity to get answers to questions that
concern both sides of the transplant process. Often
both donors and recipients want more information
about each other, about the person's well-being after
the transplant, lifestyle, and so on. Such a desire can
be satisfied only by giving the donor and recipient or
their family members the opportunity to com-
municate directly.

Undoubtedly, there are certain risks when
meeting a donor (his/her close relatives) and
recipients. The main ones include the guilt that
arises in the recipient in front of the donor's family
members (in case of postmortem donation), the
probability of violating the principle of gratui-
tousness by demanding compensation for trans-
planted anatomical materials (except for hemato-
poietic stem cell transplantation), frustration as-
sociated with the idealization of the other party, and
unfulfilled expectations from communication. It is
important to emphasize once again that the disclo-
sure of personal data of the donor or recipient is
possible only with their consent. Similarly, in the
case of post-mortem donation, close relatives or
family members of the donor cannot be forced into
contact, and thus the disclosure of information about
themselves and the deceased donor to the recipient
or his family.

In view of the above, we propose to introduce the
legal basis for the disclosure of information to the
donor (his close relatives or family members) about
the recipient and vice versa at the legislative level.
We believe that an important condition is the
consent of both parties to the exchange of personal
data. It seems that the authority to ensure the
disclosure of information about the personality of
the donor and recipient, with their consent, it is
advisable to put the authority on the transplant coor-
dinator. He/she, as a person with a higher medical
education could advise the parties on the possible
advantages and disadvantages of direct contact. Our

201



SOCIAL MEDICINE

proposed approach balances the legal rights and
interests of each participant in the process of
transplantation of anatomical materials, including
the right to privacy and secrecy of health, as well as

the right to information about another person with
his consent.
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