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$EVWUDFW
7KLV�SDSHU�GLVFXVVHV�(XURSHDQ�8QLRQ�'LUHFWLYH���������(8�

of the European Parliament and of the Council of 7 July 2010 
on standards of quality and safety of human organs intended 
for transplantation. At the outset, the organ transplantation 
directive is introduced in the light of Maltese Medical Law 
regulating organ donation and transplantation. Next, the 
European Union’s legislative authority for adopting this 
'LUHFWLYH� LV� VHW� RXW�� 7KH� VDOLHQW� LQQRYDWLYH� DQG�SLRQHHULQJ�
IHDWXUHV�RI�WKH�RUJDQ�WUDQVSODQWDWLRQ�'LUHFWLYH�DUH�WKHQ�EULHÀ\�
explained. As this Directive has to be transposed by Malta not 
later than 27 August 2012, the implications for transposition are 
considered so as to assist the Maltese authorities at identifying 
those measures which have to be addressed by them in the 
Directive’s transposition and subsequent implementation. 
7KLV� LV�EHFDXVH� WUDQVSRVLWLRQ� UHTXLUHV�QRW�RQO\� WKH�DGRSWLRQ�
of the Directive’s provisions into Maltese Law but also the 
taking of several other measures by the State of Malta and the 
competent authority to be designated for the implementation 
RI� WKH�'LUHFWLYH� DW�QDWLRQDO� OHYHO��7KH�SDSHU� WKHQ� FRQVLGHUV�
certain unaddressed and unresolved matters in the Directive 
and concludes by making recommendations for adoption by 
the State of Malta in the transposition and implementation 
of the Directive on organ donation and transplantation stages 
into Maltese Law.

,QWURGXFWLRQ
7KH�(XURSHDQ�3DUOLDPHQW� DQG�&RXQFLO� RI� WKH�(XURSHDQ�

Union have, on 7 July 2010, adopted Directive 2010/45/EU 
on ‘standards of quality and safety of human organs intended 
IRU�WUDQVSODQWDWLRQ�¶�7KLV�LV�WKH�YHU\�¿UVW�GLUHFWLYH�DW�(�8��OHYHO�
to deal with procurement, transport and use of human organs 
and is a welcome addition to E.U. Medical Law. It is therefore 
a pioneering directive in the field of organ donation and 
WUDQVSODQWDWLRQ��1HYHUWKHOHVV��WKLV�LV�QRW�WKH�¿UVW�(�8��GLUHFWLYH�
to deal with donation of human body materials. Indeed, the 
E.U. has already in the past addressed this issue with regard 
to donation of blood, human tissue and human cells.1 Such 
donations, in so far as Maltese Law is concerned, are regulated by 
WKH�+XPDQ�%ORRG�DQG�7UDQVSODQWV�$FW������2 which transposes 
relevant E.U. directives on human blood and transplants into 
Maltese Law with effect from 15 September 2006. On the 
other hand, the 2010 organ transplantation directive has to be 
transposed by Malta not later than 27 August 2012.

Moreover, Maltese Law does not contain provisions regulating 
in detail the medical law subject of organ transplantation except 
for a provision in the Criminal Code dealing with the prohibition 
RI�WUDI¿FNLQJ�RI�SHUVRQV�IRU�WKH�SXUSRVH�RI�RUJDQ�UHPRYDO��ERWK�
in the case of adults and minors.3�7KLV�SURYLVLRQ�LV�RI�UHFHQW�
origin dating back to 2002.4�7KH�+XPDQ�%ORRG�DQG�7UDQVSODQWV�
Act, 2006 - notwithstanding the use of the term ‘transplants’ - 
GRHV�QRW�UHJXODWH�RUJDQ�WUDQVSODQWDWLRQ��7KHUH�LV�WKXV�D�JDS�LQ�
Maltese Medical Law in so far as the subject-matter of Directive 
��������(8�LV�FRQFHUQHG��7KLV�ODFXQD�ZLOO��QRQHWKHOHVV��WKDQNV�
WR�(�8��0HGLFDO�/DZ��EH�¿OOHG�XS�E\����$XJXVW������XQOHVV�0DOWD�
acts proactively before that date.

7KH�OHJDO�EDVLV�IRU�WKH�DGRSWLRQ� 
RI�WKH�GLUHFWLYH

Directive 2010/45/EU is made in conformity with the 
SURYLVLRQV�RI�$UWLFOH��������RI�WKH�7UHDW\�RQ�WKH�)XQFWLRQLQJ�RI�
WKH�(XURSHDQ�8QLRQ��7KLV�$UWLFOH�PDQGDWHV�LQ�SDUDJUDSK���WKDW�
‘Union action, which shall complement national policies, shall be 
directed towards improving public health, preventing physical 
and mental illness and diseases, and obviating sources of danger 
WR�SK\VLFDO�DQG�PHQWDO�KHDOWK��6XFK�DFWLRQ�VKDOO�FRYHU�WKH�¿JKW�
against the major health scourges, by promoting research into 
their causes, their transmission and their prevention, as well 
as health information and education, and monitoring, early 
warning of and combating serious cross-border threats to 
KHDOWK�¶�0RUH� VSHFL¿FDOO\��SDUDJUDSK���D�� WKHUHRI� HPSRZHUV�
the European Parliament and the Council to adopt ‘measures 
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setting high standards of quality and safety of organs and 
substances of human origin, blood and blood derivatives; these 
measures shall not prevent any Member State from maintaining 
or introducing more stringent protective measures.’ Finally, 
paragraph 7 thereof provides that ‘Union action shall respect 
WKH�UHVSRQVLELOLWLHV�RI�WKH�0HPEHU�6WDWHV�IRU�WKH�GH¿QLWLRQ�RI�
their health policy and for the organisation and delivery of 
KHDOWK� VHUYLFHV�DQG�PHGLFDO� FDUH��7KH� UHVSRQVLELOLWLHV�RI� WKH�
Member States shall include the management of health services 
and medical care and the allocation of the resources assigned 
WR�WKHP��7KH�PHDVXUHV�UHIHUUHG�WR�LQ�SDUDJUDSK���D��VKDOO�QRW�
affect national provisions on the donation or medical use of 
organs and blood.’

7KH�VDOLHQW�SURYLVLRQV�
RI�'LUHFWLYH���������(8

7KH�'LUHFWLYH¶V� VXEMHFW�PDWWHU� LV� WR� µHQVXUH� VWDQGDUGV�RI�
quality and safety for human organs intended for transplantation 
to the human body’5 and applies to the ‘donation, testing, 
characterisation, procurement, preservation, transport and 
transplantation of organs.’6 Its main thrust is to establish a 
framework for quality and safety of human organs intended for 
transplantation which covers all the stages involved, that is, from 
GRQDWLRQ�WR�WUDQVSODQWDWLRQ�RU�GLVSRVDO��7KH�'LUHFWLYH�UHJXODWHV�
in great detail transplantation, i.e., the ‘process intended to 
restore certain functions of the human body by transferring an 
organ from a donor to a recipient.’7�7KH�'LUHFWLYH�DOORZV�VXFK�D�
donation both from a living or a dead person and allows for the 
possibility of multiple donations to diverse recipients. 

7R� DFKLHYH� LWV� VFRSH�� WKH�'LUHFWLYH� UHTXLUHV�0HPEHU�
States to establish a framework for quality and safety for 
organ transplantation or disposal. Disposal is defined as 
‘the final placement of an organ where it is not used for 
transplantation.’8 Such a framework provides for the adoption 
and implementation of operating procedures for, inter alia, 
donor identity verification. Operating procedures are the 
µZULWWHQ�LQVWUXFWLRQV�GHVFULELQJ�WKH�VWHSV�LQ�D�VSHFL¿F�SURFHVV��
including the materials and methods to be used and the expected 
end outcome.’9 It further regulates procurement organisations, 
that is, a ‘healthcare establishment, a team or a unit of a hospital, 
a person, or any other body which undertakes or coordinates 
the procurement of organs, and is authorised to do so by the 
competent authority under the regulatory framework in the 
Member State concerned.’10 Only procurement organisations 
FDQ�WDNH�FDUH�RI�RUJDQ�SURFXUHPHQW��7KLV�VHUYHV�WR�GHWHU�LOOHJDO�
WUDI¿FNLQJ�RI�RUJDQV��0HPEHU�6WDWHV�KDYH�WR�SURYLGH�LQIRUPDWLRQ�
to the Commission on the authorisation of procurement 
organisations. 

$Q�RUJDQ�LV�GH¿QHG�E\�WKH�'LUHFWLYH�DV�D�µGLIIHUHQWLDWHG�SDUW�
of the human body, formed by different tissues that maintain its 
structure, vascularisation, and capacity to develop physiological 
IXQFWLRQV�ZLWK�D�VLJQL¿FDQW�OHYHO�RI�DXWRQRP\��$�SDUW�RI�DQ�RUJDQ�
is also considered to be an organ if its function is to be used 
for the same purpose as the entire organ in the human body, 
maintaining the requirements of structure and vascularisation.’11 
7KH�GHILQLWLRQ� WKXV� FRPSULVHV� D� KXPDQ�ERG\� RUJDQ� DQG� D�

part thereof. Animal organs are therefore excluded. Although 
no example of such organs is provided in the Directive’s 
interpretation provision, the recitals do. For instance, the very 
¿UVW�UHFLWDO�VWDWHV�WKDW�µ2UJDQ�WUDQVSODQWDWLRQ�LV�QRZ�WKH�PRVW�
cost-effective treatment for end-stage renal failure, while for 
end-stage failure of organs such as the liver, lung and heart it 
is the only available treatment.’12 Furthermore, organs have to 
be distinguished from human tissue and blood which, although 
such body materials can still be donated, do not fall within the 
SXUYLHZ�RI�WKH�GH¿QLWLRQ�RI�D�KXPDQ�RUJDQ�

7KH� 'LUHFWLYH�PDQGDWHV� WKDW� RUJDQ� SURFXUHPHQW� LV�
performed in strict compliance with the advice and the guidance 
of a medical doctor, that procurement is performed in operating 
theatres ‘designed, constructed, maintained and operated in 
accordance with adequate standards and best medical practices 
so as to ensure the quality and safety of the organs procured.’13 
Procured material and equipment have to comply with ‘relevant 
Union, international and national standards and guidelines on 
the sterilisation of medical devices.14

Organ and donor characterisation are distinguished in 
WKH�'LUHFWLYH�� 7KH\� UHODWH� WR� WKH� FROOHFWLRQ� RI� WKH� UHOHYDQW�
information on the characteristics of the organ or donor 
needed to respectively evaluate its suitability or his/her 
suitability for organ donation, in order to undertake a proper 
risk assessment and minimise the risks for the recipient, and 
optimise organ allocation. All procured organs and donors 
need to be characterised before transplantation. An Annex to 
the Directive sets out the minimum and complementary data 
which have to be compiled for the purposes of the Directive. 
Nonetheless, in certain life threatening emergencies, the 
required data might not be available; in which case if, from a 
ULVN�EHQH¿W�DQDO\VLV��LW�WUDQVSLUHV�WKDW�WKH�H[SHFWHG�EHQH¿WV�RI�
the transplantation outweigh the risks posed by the missing 
information, then the Directive allows the organ transplantation 
to be effected. It remains the duty of the medical team to ‘obtain 
all necessary information from living donors’ and such donors 
are to provide the medical team with the information such team 
need to understand the consequences of donation.15 Similar 
information has to be obtained by the medical team from 
UHODWLYHV�RI� WKH�GHFHDVHG�GRQRUV�RI� IURP�RWKHU�SHUVRQV��7KH�
Directive is, nevertheless, silent as to what powers the medical 
team ought to have to obtain such information. Furthermore, 
the characterisation has to be performed ‘by laboratories with 
VXLWDEO\� TXDOL¿HG�RU� WUDLQHG� DQG� FRPSHWHQW� SHUVRQQHO� DQG�
adequate facilities and equipment.’16 It is up to Member States 
to regulate these matters. Even healthcare professionals have 
WR�EH�VXLWDEO\�TXDOL¿HG�RU�WUDLQHG�DQG�FRPSHWHQW�WR�SHUIRUP�WKH�
duties set out in the Directive.

7KH�'LUHFWLYH� UHJXODWHV� LQ� TXLWH� VRPH�GHWDLO� WKH� DFWXDO�
transport of organs and transplantation centres, that is, ‘a 
healthcare establishment, a team or a unit of a hospital or any 
other body which undertakes the transplantation of organs and 
is authorised to do so by the competent authority under the 
regulatory framework in the Member State concerned.’17�7KH�
duties of transplantation centres are also set out in the Directive. 
7UDFHDELOLW\��WKDW�LV��µWKH�DELOLW\�WR�ORFDWH�DQG�LGHQWLI\�WKH�RUJDQ�
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at each stage in the chain from donation to transplantation or 
disposal’18 requires that Member States have in place a donor 
DQG�UHFLSLHQW�LGHQWL¿FDWLRQ�V\VWHP�

Another required system is the reporting system intended 
to investigate, register and transmit relevant and necessary 
information concerning serious adverse events or reactions 
observed during or after transplantation. Reporting is a 
characteristic feature of the Directive and Member States are 
obliged to report to the European Commission before 27 August 
2013 and every three years thereafter and the Commission, in 
turn, has to report, in turn, to the European Parliament, the 
Council, the European Economic and Social Committee and 
the Committee of Regions on the Directive’s implementation.19

7KH�'LUHFWLYH� VHWV� RXW� WKH� SULQFLSOHV� JRYHUQLQJ� RUJDQ�
donation. Donation has to be voluntary and unpaid though 
living donors can receive compensation limitedly to ‘making 
good the expenses and loss of income related to the donation.’20 
,W� LV�XS� WR�0HPEHU�6WDWHV� WR�GH¿QH� WKH�DOORZDEOH�FRQGLWLRQV�
for the granting of compensation, ‘while avoiding there being 
any financial incentives or benefit for a potential donor.’21 
Advertising organ availability is prohibited. Organ procurement 
KDV�WR�EH�µFDUULHG�RXW�RQ�D�QRQ�SUR¿W�EDVLV�¶22 Organs can only 
be procured subject to relevant consent in terms of national law.

7KH�'LUHFWLYH�UHTXLUHV�0HPEHU�6WDWHV�WR�UHWDLQ�D�UHJLVWHU�RU�
record of living donors that is to comply with data protection 
legislation. It also requires Member States to designate 
one or more competent authorities to carry out the tasks 
assigned to it by the Directive and sets out their respective 
duties, including keeping records and drawing up reports 
concerning procurement organisations and transplantation 
centres. Competent authorities are to ‘exchange information 
on the experience acquired with regard to the implementation 
of this Directive.’23� 7KH�'LUHFWLYH� DOVR� FRQWHPSODWHV� RUJDQ�
exchange with third countries and European organ exchange 
organisations, that is, ‘a non-profit organisation, whether 
public or private, dedicated to national and cross-border organ 
exchange, in which the majority of its members are Member 
States.’24

7KH�'LUHFWLYH¶V�WUDQVSRVLWLRQ�
LPSOLFDWLRQV�IRU�0DOWD

European Union Law requires Malta to transpose the 
Directive, that is, to give effect to the substance of the directive 
LQWR�0DOWHVH�/DZ��7UDQVSRVLWLRQ�SURYLGHV�D�ELJJHU� FKDOOHQJH�
than simply adopting the Directive’s provisions into Maltese 
law as there are certain policy decisions which Malta still has 
to take. Malta will have to decide whether to adopt an opt-in 
or an opt-out model of consent to donation, that is, ‘opting-in 
systems in which consent to organ donation has to be explicitly 
obtained, and opting-out systems in which donation can take 
place unless there is evidence of any objection to donation.’25 

7KH� FRPSHWHQW� DXWKRULW\�ZLOO� KDYH� WR� EH� GHVLJQDWHG26 
though its powers can be delegated to another body deemed 
suitable under national law.27 Should this be the case, Maltese 
/DZ�ZLOO�KDYH�WR�GH¿QH�WKH�FULWHULD�WR�DFKLHYH�VXFK�VXLWDELOLW\��
7KH� FRPSHWHQW� DXWKRULW\� KDV� WR� HVWDEOLVK� FULWHULD� IRU� WKH�

recognition of procurement organisations28 and the designation 
of transplantation centres.29�7KH�FRPSHWHQW�DXWKRULW\�ZLOO�KDYH�
to draw up operating procedures under various provisions of the 
Directive30 and may also enter in organ exchange agreements 
with its counterparts in third countries31 and with European 
organ exchange organisations.32�7KH�FRPSHWHQW�DXWKRULW\�KDV�
to ‘issue appropriate guidance to healthcare establishments, 
professionals and other parties involved in all stages of the 
chain.33 Moreover, information has also to be compiled and 
certain information has to be submitted to the Commission on 
various aspects of the Directive’s implementation.34 Member 
States have to retain a register or record of living donors whilst 
respecting personal data35 and have to establish penalties for 
infringement of national law transposing the Directive and 
making ancillary provisions thereto.36

Relevant information for donor characterisation and organ 
characterisation has to be established37 as well as national rules 
on donor’s or donor’s family’s consent, authorisation or absence 
of any objection have to be adopted.38 National law has to provide 
rules on consent, authorisation or absence of any objection.39 
0RUHRYHU��0HPEHU�6WDWHV�DUH�WR�GH¿QH�WKH�FRQGLWLRQV�XQGHU�
which, exceptionally, donors may receive compensation.40 Living 
donors and relatives of deceased donors are to be requested to 
SURYLGH�WKH�PHGLFDO�WHDP�ZLWK�WKH�QHFHVVDU\�LQIRUPDWLRQ��7KH�
WHUP� µPHGLFDO� WHDP¶�VKRXOG�DOVR�EH�GH¿QHG�41 Member States 
have to qualify the necessary measures they will take to ensure 
the protection of living donors.42

Member States have to regulate operating theatres in 
terms of design, construction, maintenance and operation 
in accordance with adequate standards and best medical 
practices.43 Even laboratory personnel have to be suitably 
TXDOL¿HG�RU� WUDLQHG�DQG�FRPSHWHQW�SHUVRQQHO� DQG�DGHTXDWH�
IDFLOLWLHV�DQG�HTXLSPHQW�FHUWL¿HG�44 Healthcare personnel are 
WR�EH�VXLWDEO\�TXDOL¿HG�RU�WUDLQHG�DQG�FRPSHWHQW�WR�SHUIRUP�
their duties.45

 
8QDGGUHVVHG�DQG�XQVROYHG�PDWWHUV�
in the Directive

Certain aspects concerning organ transplantation have not 
been addressed in the Directive, nor for that matter are regulated 
E\�0DOWHVH�/DZ��7DNH�WKH�FDVHV�RI�[HQRWUDQVSODQWDWLRQ��WKDW�LV��
LQWHU�VSHFLHV�RUJDQ�WUDQVSODQWDWLRQ��DQG�WKH�GH¿QLWLRQ�RI�GHDWK�
which are both permeated with profound ethical considerations. 
7KH�'LUHFWLYH� VSHFL¿FDOO\� DGGUHVVHV� µKXPDQ�RUJDQV�¶�+HQFH�
xenotransplantation is not regulated by this Directive: it does 
not allow the transplantation of animal organs in humans and 
vice-versa. Nor is such practice however outlawed.46 Malta does 
QRW�\HW�KDYH�D�SROLF\�RQ�WKLV�PDWWHU��$V�WR�WKH�GH¿QLWLRQ�RI�GHDWK��
a key medical concept in the realm of organ transplantation, 
WKLV�UHPDLQV�XQGH¿QHG�LQ�WKH�'LUHFWLYH�HYHQ�LI�WKHUH�LV�D�ÀHHWLQJ�
reference thereto in Recital 20 which leaves it up to national law 
WR�GH¿QH��7KH�VDPH�DSSOLHV�LQ�0DOWD��%UDLQ�VWHP�GHDWK�LV�QRW�
referred to in any provision of the Directive or in Maltese Law. 
Furthermore, bio-tourism remains unregulated by the Directive 
as there are no rules contained therein regulating the situation of 
patients who have to travel abroad in order to undergo treatment 
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unavailable or not legally permitted in their own country. Even 
in Maltese Law there is no such prohibition of bio-tourism. In 
this context one asks why has not the opportunity been taken to 
harmonise at EU level private international law rules regulating 
bio-tourism? Finally, no method of consent to donation is 
adopted: the Directive does not take a stand in favour of an 
opt-in or an opt-out method of consent leaving the matter to be 
UHJXODWHG�E\�QDWLRQDO�ODZ��$V�5HFLWDO����SXWV�LW��µ7KLV�'LUHFWLYH�
is without prejudice to the broad diversity of the systems of 
FRQVHQW�DOUHDG\�LQ�SODFH�LQ�WKH�0HPEHU�6WDWHV�¶�7KH�%LRHWKLFV�
&RQVXOWDWLYH�&RPPLWWHH�UHIHUV�WR�WKH�7UDQVSODQW�6XSSRUW�*URXS�
(Malta) who favour an opt-out system ‘principally because of 
their strong belief that a donation should be altruistic without 
any pressure and after having reached a conscious decision 
following adequate information.’47

&RQFOXVLRQ
Notwithstanding the very hard work done by the national 

%LRHWKLFV�&RQVXOWDWLYH�&RPPLWWHH�LQ�WKH�¿HOG�RI�RUJDQ�GRQDWLRQ�
and transplantation over the past years,48 Maltese Law is totally 
lacking in so far as the regulation of standards of quality and 
safety of human organs intended for transplantation are 
FRQFHUQHG��7KLV�'LUHFWLYH� ��ZKHQ� WUDQVSRVHG� LQWR�QDWLRQDO�
law - will start to regulate a branch of Maltese Medical Law 
which has so far not attracted the attention of the Maltese 
legislature notwithstanding the fact that organ donation and 
transplantation has been carried out in Malta for several 
years. Hence the matter needs to be legislatively addressed. 
$�VSHFL¿F�VHOHFW�FRPPLWWHH�ZKLFK�PLJKW�EH�DSSRLQWHG�E\�WKH�
House of Representatives for the purpose should be tasked to 
discuss medico-legal issues in their wider perspective. In this 
way, amongst other medical law matters, Directive 2010/45/
EU and its transposition into Maltese Law should be studied 
LQ�JUHDWHU�GHSWK�ZLWKLQ�WKLV�6HOHFW�&RPPLWWHH��7KH�&RPPLWWHH�
could thus well address the matters referred to above under the 
KHDGLQJV�µ7KH�'LUHFWLYH¶V�WUDQVSRVLWLRQ�LPSOLFDWLRQV�IRU�0DOWD¶�
and ‘Unaddressed and unsolved matters in the Directive’. In 
DGGLWLRQ��WKH�+XPDQ�7LVVXH�DQG�%ORRG�$FW�VKRXOG�EH�DPHQGHG�
by the addition of another part therein transposing the Directive 
under examination in this paper and the title of the Act 
VKRXOG�EH�FKDQJHG�WR�µ+XPDQ�2UJDQV��7LVVXH�DQG�%ORRG�$FW�¶�
Moreover, xenotransplantation should be prohibited; death 
VKRXOG�EH�GH¿QHG�DV�EUDLQ�VWHP�GHDWK�DQG�ELR�WRXULVP�VKRXOG�
be regulated. A decision has to be arrived at as to an opt-in or 
opt-out regime. Malta should also adhere to the convention and 
protocol referred to in the recitals of the Directive namely the 
Convention on Human Rights and Biomedicine of the Council of 
(XURSH�DQG�LWV�$GGLWLRQDO�3URWRFRO�RQ�7UDQVSODQWDWLRQ�RU�2UJDQV�
DQG�7LVVXHV�RI�+XPDQ�2ULJLQ��LW�VKRXOG�DOVR�DGRSW�WKH�:RUOG�
+HDOWK�2UJDQLVDWLRQ¶V�*XLGLQJ�3ULQFLSOHV�RQ�+XPDQ�&HOO��7LVVXH�
DQG�2UJDQ�7UDQVSODQWDWLRQ��WDNH�RQ�ERDUG�5HFRPPHQGDWLRQ�
Rec (2006) 15 of the Committee of Ministers of the Council of 
Europe to Member States on the background, functions and 
UHVSRQVLELOLWLHV�RI� D�1DWLRQDO�7UDQVSODQW�2UJDQLVDWLRQ�� DQG��

¿QDOO\��UHIHUHQFH�VKRXOG�EH�PDGH�WR�WKH�&RPPLVVLRQ¶V�$FWLRQ�
3ODQ� RQ�2UJDQ�'RQDWLRQ� DQG�7UDQVSODQWDWLRQ�� 7KLV� 6HOHFW�
Committee with its extended terms of reference should be tasked 
ZLWK�WKH�VSHFL¿F�GXW\�RI�VWXG\LQJ�DOO�WKHVH�GRFXPHQWV�ZLWK�D�
view to adoption, with or without reservations.
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