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EXECUTIVE SUMMARY
Background

Organ donation and transplantation has become an established practice, bringing
considerable benefits to thousands of patients in Europe and worldwide every year.

The availability of donor organs is often a question of life and death for patients
requiring a transplant, and shortage of organs is one of the main factors limiting the
number of transplants. This shortage is observed in the EU, albeit to varying degrees,
in each individual Member State, and has been the main challenge to address in organ
transplantation.

In 2008, the European Commission therefore brought forward the EU Action Plan on
Organ Donation and Transplantation 2009-2015: Strengthened Cooperation between
Member States (hereinafter referred to as the “Action Plan™).

This Action Plan is a non-binding instrument that is complementary to the organ-
specific legislation that was presented in parallel and adopted since (Directive
2010/53/EU, and implementing legislation 2012/25/EU). The Action Plan aims to help
the Member States to address three challenges, i.e.

(1) to increase organ availability,
(2) to enhance efficiency and accessibility of transplant systems and
(3) to improve quality and safety.

To this end, ten Priority Actions (PA) were defined, aiming to focus strengthening of
cooperation among the Member States along these three challenges (see Figure 1).

To increase organ availability, the Action Plan advocates: appointing of transplant
donor coordinators (PAl1) and promoting quality improvement programmes in
hospitals (PA2) hence optimizing deceased organ donation; exchanging best practice
on donation from living donors (PA3); strengthening communication skills of
professionals and patient support groups (PA4) and facilitating identification of donor
across Europe and cross-border donation (PA5) in order to increase public awareness.

To enhance efficiency and accessibility of transplant systems, the Plan emphasizes: a
need to enhance organisational models (PA6) in the Member States; establish EU-wide
agreements (PA7) and facilitate organ exchange between countries (PA8).

Finally, to improve quality and safety, which is also the main objective of the
legislation, the Plan proposes: the evaluation of post-transplant results (PA9) and an
accreditation system for organ donation, procurement and transplant programmes
(PA10).

1 Action Plan on Organ Donation and Transplantation (2009-2015): “Strengthened

Cooperation between Member States”.
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=URISERV:sp0007
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Figure 1: Overview of the Action Plan

During the period of the Action Plan, i.e. from 2009 to 2015, efforts have been made
to develop and implement those Priority Actions, both at the national and the
European level.

This study therefore aims to assess the uptake and impact of the Action Plan in the
Member States, and presents a final review of the Action Plan (hereafter “the FACTOR
study”). It provides an overview of the efforts made during the period of the Action
Plan and its state of implementation at national level® as well as at EU level.

This study presents some key figures on organ donation and transplantation (Chapter
2), an assessment of the implementation of the Action Plan at national level (Chapter
3), a description of EU support to implement these Priority Actions (Chapter 4),
success factors and key lessons learned (Chapter 5) and suggestions for potential
future actions (Chapter 6).

To conduct this study, an external contractor® was funded by the European
Commission in 2015.

Key figures on organ donation and transplantation

Since the adoption of the Action Plan, the total number of organ donors at the EU
level has considerably increased, i.e. from 12.3 thousand in 2008 to 14.9 thousand
in 2015. This accounts to a 21% increase over the period. This overall increase
includes an increase in living organ donors of 29.5% and increase in deceased organ
donors of 12%.

2 The study focuses on the EU Member States. However, a total of 36 countries
participated in the study i.e. 28 EU Member States, the European Economic Area
(EEA) countries (Iceland, Liechtenstein, Norway and Switzerland) and
candidate/associated countries (the Former Yugoslav Republic of Macedonia,
Montenegro, Serbia, and Turkey).

NIVEL, Netherlands Institute for Health Services Research.
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Figure 2: Number of organ donors in the EU in 2008-2015

Significant differences in (growth of) donation rates can be observed between
countries. For instance, the average deceased donation rates varied from 1.3 PMP
(Bulgaria) to 34.3 PMP (Spain) at beginning of the Action Plan (2008-2009). To
compare, at the end of the Action Plan, in 2014-2015, deceased donation rates varied
from 4 PMP (Greece) to 38 PMP (Spain).

Whereas most countries have demonstrated a steady increase in donation rates since
the adoption of the Action Plan, some countries also have reported a fluctuation or
fall-back. Poorer transplant rates can be noted in several countries that were hit by
the economic crisis like Cyprus, Greece, Ireland, Portugal and Estonia. As organ
transplantation builds on the entire health system, these poor transplant results might
be a reflection of the overall impact of the economic crisis on the national healthcare
systems.

Important to note is the backdrop of more than 20% in transplant numbers in
Germany during the same period. Without Germany, the other EU-27 Member States
have grown almost 25%. One reason lies probably in the 2011 scandal on
manipulation of waiting lists, which had an impact on willingness to donate, but also
other organisational issues are to be looked at.

For living donation (mainly for kidney transplants, but also possible for liver and lung
transplants), average rates varied from 1.1 PMP (Poland) to 33.8 PMP (Cyprus) in
2008-2009. To compare, in 2014-2015 living donation rates varied from O PMP
(Slovenia) to 31.3 PMP (the Netherlands).

An encouraging trend was observed in the number of transplants over the period of
the Action Plan. Overall, there was an increase with 4.641 transplants, from 28.066
transplants in 2008 to 32.707 in 2015. This accounts to a 17%6 increase over the
period. The number of transplants was increasing for all types organs over the period
of the Action Plan, except for small bowel transplants. There was a 16% increase in
kidney transplants (the most transplanted organ), and liver transplants increased by

9
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16%, heart transplants by 10%, pancreas transplants by 7% and lung transplants
even by 419%.

Again, a significant variation is observed between Member States, in the numbers of
organs transplanted in the countries.
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Figure 3: Organ transplants in the EU in 2008-2015

The Action Plan also reveals that cross-border exchange of organs plays an
important role to optimise use of the limited number of available organs. The
majority of cross-border exchange takes place within European Organ Exchange
Organisations (EOEQO). Three European such organisations exist, i.e. Eurotransplant,
Scandiatransplant and SAT (Southern Alliance on Transplantation), and many Member
States participate in it*.

4 Eurotransplant (AT, BE, DE, HR, HU, LU, NL, SI).
Scandiatransplant (DK, FI, IS, NO, SE).

the South Alliance for Transplantation (SAT) (ES, FR, IT, PT, CH, C2).
10
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Figure 4: European Organ Exchange Organisations

However, many Member States have also set up direct collaborations and concluded
bilateral agreements on the exchange of donor organs. Such cross-border
agreements allow some countries to become very experienced in specific transplant
procedures (for instance, lung transplant for Austria and Belgium, pancreas transplant
for the UK, and Sweden), while other (neighbour) countries can benefit and access
this expertise.

In addition, a number of countries (Czech Republic, Slovakia, Lithuania, Bulgaria,
Switzerland, Italy, Spain, France, UK and Romania) have started to use a common
organ exchange platform that was developed in the EU-funded FOEDUS joint
action.® This organ exchange platform allows for allocation bodies (that match and
decide donor organs with patients on the waiting list) to offer surplus organs, which
are difficult to match to recipients in the own country. Often this concerns children.
Inversely, these allocation bodies get access to offers from surplus organs donated in
other countries. In the first 21 months, 380 organs have been offered on this platform
leading to 53 transplanted organs, which otherwise would not have been used. More
than one out of three of these transplants helped children under 10 years old. The
platform is maintained at an annual cost around 10,000 Euro and more
countries/allocation bodies are considering to participate.

Organ exchange is therefore increasingly important for many countries to optimize use
of the limited number of donor organs and increase overall transplant rates.

In spite of this overall progress, 56 thousand people were still waiting for a
transplant in the EU Member States by end 2015. The demand for organs in the EU
continues to strongly exceed the supply. This is observed in all countries, albeit to
varying degrees for specific organs.

®  http://www.foedus-ja.eu/

11
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Figure 5: Total number of patients waiting for transplant in the EU (Source: Transplant Newsletter 2016,
ONT/Council of Europe)

Some caution is however required when interpreting the number of patients on waiting
lists. Waiting lists can rapidly change and the numbers on waiting lists cannot be
compared across the EU for several reasons. For instance, a country usually does not
have a waiting list for an organ if it does not have a transplant centre/program for this
organ, which might lead to the wrong conclusion that no patients are waiting for such
organ transplants in this country. Also the criteria for admission to the waiting list or
removal from the waiting list differ between and within countries.

Overall, persistent organ shortages make countries look for new options to
increase organ availability, in particular by:

e Promoting deceased organ donation inside and outside the intensive care units.

e Developing deceased donation also after circulatory death (besides donation
after brain death).

e Optimizing living donation programmes, in particular for kidneys and livers.

e Increasing the donor pool through the use of organs from extended criteria
donors (e.g. aged donors, non-standard risk donors, risk-positive donors for
risk-positive recipients).

e Increasing the quality of the organs, for example by using machine
preservation techniques.

e Exchanging surplus organs between countries, in particular for difficult to
allocate organs.

The Action Plan has allowed exchanging know-how and developing common practices,
to help Member States when implementing these options to increase availability.

Implementation of the Action Plan at the national level

A total of 36 countries (28 EU Member States and 8 other countries) participated in
the FACTOR study, and reported back on national progress on each of the 10 Priority
Actions.® While the inputs of all countries were assessed, the analyses focused in
particular on the EU Member States.

Nivel sent questionnaires to the competent authorities acting as representatives for
the countries in the field of organ donation and transplantation. Data submitted
was aggregated and evaluated. A stakeholder conference was held on 21.11.2016

to discuss the findings of the study.
12
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The Action Plan has a voluntary nature and each Member State had a different starting
position. In order to adapt the Action Plans to different national situations, taking
account of local needs and resources, Priority Actions in the Action Plan were often
translated into a set of corresponding National Priority Actions.

In short, the first challenge of the Action Plan, increasing organ availability seems to
be taken up in most countries, as demonstrated by the continuous increase in both,
deceased and living, donation rates in most countries. The second challenge,
addressing efficiency and accessibility of transplantation systems, was mainly
addressed through initiatives on organ exchange between countries. The third
challenge, improving quality and safety of medical practices across the EU, has been
addressed to a lesser extent within the Action Plan, but is of course the main focus of
the EU legislation adopted in 2010.

The study confirmed that the Action Plan has been implemented by a majority of the
countries, albeit to a varying degree (see Figure 6). Most importantly, the Action Plan
helped countries to set their agenda in the field of organ donation and transplantation
based on the priorities of the Action Plan.

Countries reported that most aspects of the Action Plan are being taken up at a
national level, especially those Priority Actions which are most clearly defined. The
following Priority Actions were perceived to have the clearest objectives and were
implemented by the majority of countries:

e The appointment of transplant donor coordinators in hospitals to facilitate the
identification of possible deceased donors and their transition to actual
donation. This was by many considered a key success factor in increasing the
number of deceased donors (PA1).

e The development of quality improvement programmes to optimise different
organisational steps in the chain from deceased donation to transplantation
(PA2).

e The set-up and/or development of living donation programmes to increase the
donor pool (PA3).

e The building of public awareness, including communication training for
professionals and working with the media to increase willingness to donate
(PA4).

e The facilitation of organ exchange between countries to increase optimal use of
available organs (PAS8).

Some of the Priority Actions were considered by the countries as more complex to
interpret and implement. Consequently, some Priority Actions were taken up to a
lesser degree: identification of organs across Europe (PA5), involvement in twinnings
(PA6), EU-wide agreements (PA7), the evaluation of post-transplant results on a
national basis to improve transplant practice (PA9) and regular auditing/accreditation
of procurement organisations and transplantation centres on a regular basis to assess,
improve and align procedures (PA10).

The overview of the implementation of each of the PAs in the EU-28 Member States is
summarised in Figure 6.

13
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PA1: Transplant donor coordinators
PA2: Quality improvement programmes
PA3: Living donation programmes and...

PA4: Communication skills

mYes
PAS5: Organ donors across Europe = No
PAB: Organisational models = N/A

PA7: EU-wide agreements
PA8: Interchange organs

PA9: Post-transplant evaluation

PA10: Common accreditation

Figure 6: Implementation of the Action Plan per Priority Action in EU Member States

Overall, those Priority Actions and underlying sub-actions (see Annex 6) of the Action
Plan that had clear objectives had been implemented to a larger extent than Priority
Actions with the more complex nature. The later therefore might require further
clarification, more EU-level support and/or more guidance for effective
implementation.

14



Study on the uptake and impact of the EU Action Plan on Organ Donation and

Transplantation (2009-2015) in the EU Member States

EU support to implement Priority Actions

EU-funded projects have significantly contributed to the goals of the Action Plan.
These EU-funded projects contributed in several ways to help Member States achieve
the objectives of the Action Plan. In particular they allowed acquiring knowledge to
implement Priority Actions; developing tools such as guidelines, trainings and manuals
to facilitate this implementation; to exchange knowledge and best practices among
countries; and to directly implement initiatives and achieve concrete changes.

EU-funded projects particularly contributed to the PAl (donor coordinators), PA2
(quality programmes), PA3 (living donation), PA4 (communication), PA8 (organ
exchange) and PA9 (post-transplant evaluation). In particular, the following EU
projects can be highlighted:

With regard to actions focused on improving outcomes from deceased organ
donation, both by focusing on transplant donor coordinators in hospitals (PA1)
and by increasing quality of donation activities (PA2), EU-funded actions
allowed to train donor coordinators (Train the trainers’), to improve
collaboration with intensive care units (ACCORD®), to compare and improve
deceased organ donation programmes (MODE®), to assess protocols and
critical steps (COORENOR') and to develop quality system indicators
(ODEQUS™™).

The ACCORD Joint Action'® facilitated the organisation of living donor
programmes (PA3) by improving Member States’ information systems to
register and follow-up on health of living organ donors. Follow-up is an
essential element to organise living organ donation in a trustworthy way.
Living donor follow-up was already prepared in the ELIPSY project and the
approach is currently rolled-out under the EDITH®® pilot project. Other EU-
funded work in the field of living donation focused on ethical and legal aspects
(EULID Project'*), and explored existing organisational models (COORENOR*®
and EULOD'®). Dissemination of these activities was ensured at EU-supported
conferences like LIDOBS'’ and ELPAT'®.

With regard to communication (PA4), the FOEDUS'® joint action looked into
communication strategies towards the general public, professionals and media.
Both positive (campaigns) and negative (crises) communications were
covered. The EU also funded the development of guidelines to organise a
public European Organ Donation Day. The organisation of this event in 2010 in
Slovenia allowed to document know-how that continues to serve the annual
organisation of this awareness building event all over the EU. The recently
launched pilot project EUDONORGAN?° focuses on increasing social awareness
and cooperation with patients’ support groups and will further contribute to

10
11
12
13
14
15
16
17
18
19
20

European Transplant Coordinators (2012). Draft final report. European Transplant

Coordinators: train the trainers course.
http://www.accord-ja.eu/
http://www.mode-ja.org/
https://coorenor.ders.cz/display/CRN/Home
http://www.odequs.eu/
http://www.accord-ja.eu/
http://edith-project.eu/
http://www.eulivingdonor.eu/eulid/what-is-eulid.html
https://coorenor.ders.cz/display/CRN/Home
http://www.esot.org/EULOD/home
http://wp2.eulivingdonor.eu/lidobs-project/
http://www.esot.org/ELPAT/home
http://www.foedus-ja.eu/
http://eudonorgan.eu/
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implementing PA4. Finally it is worthwhile mentioning that, from 2010 to
2014, the Commission has run annual workshops introducing journalists into
specificities of the organ transplant sector.

e On organ exchange (PA8), the FOEDUS joint action did not only develop
organisational model agreements for organ exchange amongst countries, but
has also set-up an IT platform for the exchange of surplus (unused) organs
between countries. In the first 21 months, 53 transplants have already been
carried out, often for children. Before that, also the COORENOR?' project had
already looked into organ exchange practices.

e An important contribution to allow for evaluation of transplant outcomes (PA9)
came from the EFRETOS?? project, which focused on the development of a
register of registers for the follow-up of organ recipients. The EFRETOS project
provided a data set and tools for the evaluation of post-transplant outcomes
and set down the basis to build a European register of registries. Continuation
of this project will be provided by the EDITH project focusing on the
development and implementation of a recipient follow-up registry. Some
additional follow-up aspects, mainly focused on vigilance, were addressed
within the MODE Joint Action.

These Joint Actions bring many of the National Competent Authorities (NCA's) of the
EU-28 Member States together on a regular basis. Almost all NCA's have been (and
are) participating in one or more of these actions. Many Member States expressed
explicitly that the EU-funded activities have supported them to implement the different
Priority Actions in their country.

In addition, the European Commission organises regular meetings of National
Competent Authorities for Organs?3, allowing NCA's to review and compare progress
on a regular basis. These meetings are also good occasions to exchange know-how.
This has led a.o. to the development of manuals for authorities on how to set-up living
donation programs and how to improve deceased donation activities. Many national
authorities have also used the occasions of these meetings to present and discuss
their national activities to and with their peers. These regular meeting can therefore
be considered to be a corner-stone supporting organ transplant activities in the EU.

The regular meetings of National Competent Authorities for Organs and the
Commission services also followed progress in transplant activities, through a so-
called annual indicator exercise including key data on donation and transplant
activities in the EU-28. This was developed in close collaboration with the Spanish
Transplant Agency (ONT) and the Council of Europe (CoE), who publishes annual
transplant data in a Newsletter®*.

These EU activities should not be considered stand-alone but need to be seen within
an international context, in alignment with the work of other international bodies or
associations making important contributions to develop organ transplant activities in
the EU and abroad. In particular worthwhile mentioning is the work by the Council of
Europe’s Directorate for the Quality of Medicines and Healthcare (CoE/EDQM, guidance
on safety, quality and ethics), by the World Health Organisation (WHO, guiding
principles), by professional associations like ESOT (European Society for Organ

21
22

https://coorenor.ders.cz/display/CRN/Home
http://www.notifylibrary.org/content/european-framework-evaluation-organ-
transplants-efretos
https://ec.europa.eu/health/blood_tissues_organs/organs_en
https://www.edgm.eu/sites/default/files/newsletter_transplant_2015 2.pdf
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Transplantation)®® and EDTCO (The European Donation and Transplantation
Coordination Organization)?°.

The Commission services and EU-28 National Competent Authorities have regular and
good interactions with these key stakeholders.

Finally, other EU-funded programmes, managed outside the remit of European
Commission DG SANTE, have also contributed to this sector. Noteworthy are initiatives
supported by DG RTD (EULOD, DOPKI, ALLIANCE-O on organisational aspects and
COPE on organ preservation) and by DG HOME (HOTT project on trafficking?’).

Success factors and challenges

The Action Plan has helped countries in different ways, but most importantly by
setting a shared agenda and by facilitating EU-wide cooperation.

The driving factor of the Action Plan is a strong cooperation between Member States,
as mentioned in the sub-title of the Action Plan. The differences in practices and
activity levels are a rich source to tap from when improving transplant programmes in
the entire EU. Joint Actions and twinning projects were considered as a good way of
achieving successful cooperation.

The fact that the common agenda in the Action Plan is aligned with and enforced by
other international activities, in the Council of Europe (CoE) and in the World
Health Organisation (WHO), is also considered an essential element of success. The
fact that objectives of several EU-funded projects are aligned to these international
initiatives increases the chances of sustainability.

This study found that the Action Plan and EU cooperation have been very helpful in
developing national donation and transplant systems. The Action Plan was most
effective for those Priority Actions that have been clearly defined. This highlights the
need to clearly define the roles of different parties involved in implementing a
Priority Action, the national or EU-level authorities, but also the professionals in
transplant and donation programmes.

The role of the Commission as central facilitator also needs to be emphasized. The
most important Commission activity is the organisation of regular meetings with the
National Competent Authorities, responsible for organ donation and transplant
activities in each of the EU-28 Member States. These meetings allow building a strong
community open to exchange and develop know-how. The financial support through
different EU-funded Actions is also considered a key facilitating factor in the field.

Some challenges for a successful implementation of the Action Plan have also been
identified.

Countries with less developed donation and transplantation systems are often
dealing with different institutional and organisational constraints which hamper
implementation of some of the Priority Actions. Subsequently, it is difficult to
accommodate the interests of countries with less developed donation and transplant
systems, at the same time as the interests of the countries with more developed
systems.

% http://www.esot.org/

26 http://www.esot.org/EDTCO/home

2" http://hottproject.com/
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Another challenge is the sustainability of some EU-funded projects, in particular
where they involve an IT component such as a common database. And many areas of
activity increasingly require such IT-platforms (follow-up registries for recipients and
for living donors, organ exchange platforms, knowledge exchange). Ensuring
continuation of the projects and maintenance of the systems requires particular
consideration.

Furthermore, the results of the projects could be better presented at the political
level as the support of governments is essential to ensure sustainability of the
projects. The political level might find it also interesting to learn more about the
positive cost/benefit balance that organ transplant activities bring (savings compared
to alternative organ-replacement therapies like dialyses). Professional societies
such as ESOT?® (European Society for Organ Transplantation) and EASL?® (European
Association for the Study of the Liver) could also be involved more to bolster
sustainability.

Recommendations for the future

Many countries have emphasized that future EU cooperation in the area of organ
donation and transplantation is essential and should benefit from the lessons learned
during the implementation of the Action Plan in 2009-2015. The key lessons learned
and ideas for the future approach are the following:

e Define clear objectives, using a bottom-up approach by involving all actors
that participate in decision-making, such as (medical) professionals,
administrations, political decision makers and the general public. This will allow
having result-oriented and feasible actions that are broadly supported.

e Build upon the power of mutual learning and knowledge exchange.

e Seek opportunities to share with and learn from experience in adjacent
areas of expertise, like tissues and cells, to increase the participatory and
absorptive capacity of each country.

e Support countries with less developed donation systems to have a more explicit
role. Individual countries that face similar contexts can be brought
together in groups that are supported jointly by the EU. The Competent
Authority meetings could also be organised in function of such different groups
of Member States, and other relevant stakeholders could be invited to
contribute to these meetings.

e Focus more on implementation and sustainability, including the
maintenance of IT platform in an EU-funded project, to ensure a long-term
impact.

Following areas were brought forward as most promising for future work at EU-level®:

e Donation after Circulatory Death (DCD): DCD offers the potential of an
important new source of organs and this practice should be further explored, so
that it can be organised in more EU Member States. However, this requires for
some countries changes in organisation and legal/ethical frameworks.
Furthermore, possible joint work in this area should fully respect that national
provisions on the donation or medical use of organs fall within the national
competence and hence not in the remit of the European Union.

e Living donation: Supporting the further uptake of living donor follow-up and
of living donor registries in a common and comparable way is crucial to ensure

28
29

http://www.esot.org/
http://www.easl.eu/discover/what-is-easl/easl-and-the-eu/organ-donation-and-
transplantation

In a stakeholder meeting, held in the framework of this study with country

representatives and professionals on 21.11.2016.
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public trust in this sensitive (ethical) but important transplant practice, which is
now performed in almost every country.

e Furthermore, approaches and tools to increase the donor pool with expanded
criteria donors is a promising development in order to further increase the
number of donors. For instance, the use of expanded donors could be
supported by quality improvement measurements like machine preservation.

e Collection of Clinical Outcome Data in recipients. Given the Ilimited
availability of organs, it is of key importance to know that the available organs
are of optimal quality. This requires recipient follow-up and better common
registers. Important lessons can be learned on critical factors like survival after
transplantation, patient selection for transplantation, donor/recipient matching.
In this respect, the collection and provision of data by countries is essential.

e The further development of common guidelines and standardization of
evaluating, auditing and benchmarking hospital performance, and bio-
vigilance will help to address specific aspects of quality and safety.

e End-of-life care: Understanding and overcoming the obstacles that critical
care professionals face to incorporate donation in end-of-life care plans are
considered important. Such efforts of course need to fully respect the primary
objective of delivering critical care, which is to restore health of patients.

¢ Communication: Examine and develop different aspects of communication to
assess and improve their effectiveness (such as public awareness campaigns,
social media, education in schools and communication with the family of
patients).

e Education of professionals: Consider a sustainable way that all professionals
in the entire donation and transplantation chain could benefit from continuous
training on differing aspects of organ donation and transplantation.

e Efficiency: Further research is needed to understand the differences between
countries in the efficiency of the organisation of organ donation: for example
the Study found significant differences between countries in the number of
donations per donation centre.

e Finances: Demonstrating more widely, the cost-efficiency of transplantation
programs is likely to obtain greater support at all levels, in particular with
politicians and financing decision makers.

e Research: Opportunities were identified related to the evaluation and
improvement of post-transplant outcomes, donor optimisation,
immunogenicity, organ rehabilitation and organ preservation/perfusion, and
new products such as combined cell therapies.

Conclusion

Organ donation and transplant practices have developed well in the EU in the course
of the Action Plan. Overall, the total number of organ donors at the EU level has
considerably increased, i.e. from 12.3 thousand to 14.9 thousand in 2008-2015
(21%). At the same time, there was an increase by 4.641 transplants, from 28.066
to over 32.707 in the same period (17%0).

In first place this is an achievement of the professionals and the National Competent
Authorities coordinating and overseeing transplant activities within each of the EU-28
Member States.

Most of these Member States®' do however indicate the value of having a common set
of priorities in form of the EU Action Plan, in particular by having a shared agenda
and by allowing the exchange of know-how. In particular, the Member States
expressed the view that the Action Plan has helped them to improve their national
policies and activities on organ donation.

31 Representatives of National Competent authorities for Organs.
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They also expressed that the EU-funded activities have supported them to
implement the different Priority Actions in their country. Many countries have been
actively engaged in the development, sharing and implementation of know-how within
a variety of EU-funded projects.

Member States also seem to appreciate the development of a peer network of
National Competent Authorities for Organs and a possibility to regularly participate
in the meetings organised by the European Commission services.

This has allowed strengthening deceased donor programmes, a.o. through the role of
donor coordinators, as well as living donor programmes. Also good progress was made
in exploring the potential of public awareness building and of organ exchange.

There are however some learnings to be made from this experience of common work,
like the need for clearly defined actions, the need to involve actors at professional,
administrative and political level, and the need to work more in tailor-made sub-
groups of countries facing common issues.

Member States have expressed their interest in continuing this work, and a first list of
ideas was brought forward for future focus like exploring more types of donation,
building awareness and looking into the financial aspects of organising transplant
programmes.

Based on this positive evaluation, many Member States consider there is a need for a

new, improved Action Plan, benefitting from lessons learned from the Action Plan in
2009-2015.
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1 INTRODUCTION AND METHODS

1.1 Introduction

Due to medical advances over the past 50 years, organ transplantation has become an
established worldwide practice, bringing immense benefits to hundreds of thousands
of patients around the world. The use of human organs for transplantation has steadily
increased.

Organ donation and transplantation numbers have been increasing in the EU in the
last decade.

In 2015, the European Union population amounted to about 510 million inhabitants.3?
During this year, the total number of organ donors at the EU level amounted 15
thousand and there were over 32 thousand transplantations performed (Council of
Europe, 2016). In particular, 4458 living donors®® donated organs (mainly kidneys)
along with 10,495 deceased donors (several types of organs from both donation after
brain death and donation after circulatory death).

There are large differences in the deceased and living organ donor rates within
Europe, and the numbers fluctuate over the years. For instance, average deceased
donation rates in 2014-2015 donation rates varied from 4 PMP (Greece) to 38 PMP
(Spain). Concerning living donation, average living donation rates in 2014-2015 varied
from O PMP (Slovenia) to 31.3 PMP (the Netherlands).

There are various possible factors that explain those differences. Even among EU
Member States with well-developed healthcare systems, there are considerable
differences in organ donation and transplantation activity and it seems that some
organisational models of organ donation and transplantation are performing better
than others. Several aspects are dealt with differently in Member States depending on
cultural, legal, administrative and organisational issues.

In spite of this, at the end of 2015, 56 thousand patients were still waiting for a
transplant in the EU, and in the same year almost 4 thousand patients died while
waiting for a new organ.®*

In this context, the demand for organs in the EU Member States far exceeds the
supply, which highlights the organ shortage. The challenge to accommodate the
transplantation needs of patients is observed in every Member State, albeit to varying
degrees.

The organ shortage has many intertwined causes, such as an increase in number of
medical indications for transplants, failure to detect donors in intensive care unit,
family refusals, etc. This scarcity is further influenced by other factors such as rising
demand in the context of an ageing population and health trends such as obesity and
alcohol consumption®®.

32 http://ec.europa.eu/eurostat/statistics-

explained/index.php/Population_and_population_change_statistics

Data extracted from 2016 Transplant Newsletter, International figures on donation
and transplantation for 2015.
https://www.edgm.eu/sites/default/files/newsletter_transplant_volume__

21 september_2016.pdf

The total nhumber could be considerably higher since it is not known how many
patients died once removed from or not admitted to the list because they became
to ill to undertake transplantation or who were not registered on a waiting list but
in need for an organ.
http://www.who.int/mediacentre/multimedia/podcasts/2010/organ_transplants
_20100806/en/

33
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Added to the unequal distribution of wealth in the world, organ shortage has also lead
to the worrying emergence of organ trafficking and transplant tourism, practices that
violate fundamental human rights and pose serious risks to individual and public
health®¢37,

Organ transplantation is however highly cost effective. Mendeloff et al. estimated the
cost effectiveness of deceased kidney, heart, and liver donation and found a modest
increase in healthcare costs of $16,000 for each quality-adjusted life year saved by
the average donor (Mendeloff, Ko, Roberts, Byrne, & Dew, 2004). For end-stage renal
failure, it is now the most cost-effective treatment and even allows for significant
savings compared to alternative (dialyses) therapies. For end-stage failure of organs
such as the liver, lungs and heart it is the only available treatment.

The need to tackle the problem of organ shortage has attracted widespread attention,
not only at the national level but also at the international level (Squifflet, 2011).
Governments and international organisations have therefore been seeking ways to
increase the availability of organs in order to improve access to transplantation.

The EU recognised that the availability of organs for transplants was a subject that
warranted joint endeavours between Member States and the Commission as far back
as the early 1990s taking a number of initiatives®®.

The EU Action Plan

In 2007, the Commission issued a communication on organ donation and
transplantation® outlining a set of actions the Commission was planning to take in
response to the main policy changes in relation to organ donation and transplantation.
The Impact Assessment® that followed made a number of suggestions for actions at
the Community and Member State levels designed to help increase the supply of organ
donors across the EU and ensure the quality and safety of the procedures.

The EU Action Plan on Organ Donation and Transplantation 2009-2015: Strengthened
Cooperation between Member States (hereinafter referred to as the “Action Plan”) was
brought forward by the European Commission in 2008.** This Action Plan was
established to help the Member States address three challenges: (1) increase donation
rates, (2) enhance the efficiency and accessibility of transplant systems and (3)
improve the quality and safety of organ donation and transplantation in the EU while

36 http://www.europarl.europa.eu/RegData/etudes/STUD/2015/549055/EXPO_STU
(2015)549055_EN.pdf

https://ec.europa.eu/anti-
trafficking/sites/antitrafficking/files/hott_project_deliverable_1 1.pdf

Res. (EC) of the Council and the Ministers for Health, meeting within the Council of
11 November 1991 concerning fundamental health policy choices, JOCE, C 304, 23
November 1991, pp. 5-6.

Communication from the Commission to the European Parliament and the Council
Organ Donation and Transplantation: policy actions at the EU level. Com(2007)
275 final.

Commission Staff Working Document accompanying the Proposal for a Directive of
the European Parliament and of the Council on standards of quality and safety of
human organs intended for transplantation and the communication from the
Commission Action Plan on Organ Donation and Transplantation (2009-20015):
Strengthened Cooperation between Member States Impact Assessment.
COM(2008) 818; COM(2008) 819; SEC(2008) 2957.

Action Plan on Organ Donation and Transplantation (2009-2015): Strengthened
Cooperation between Member States" http://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=URISERV:sp0007.
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fostering solidarity in the recognition of a common goal of progress and
responsibilities*?.

In this Action Plan, ten Priority Actions were identified divided across five objectives.
The Priority Actions were also grouped within three main challenges. An overview is
presented in the Figure 1.1.

5. Improve quality
and safety of
organ donation
and
fransplantation

3. Quality

9. Evaluation of post-transplant results
and

10. Common accreditation system

Figure 1.1 Overview of the Action Plan

1. Increase organ availability.

OBJECTIVE 1: Reach the full potential of deceased donations

To reach the full potential of deceased donations, Priority Actions 1 and 2 recommend
promoting the role of transplant donor coordinators*®* and quality improvement
programmes in every hospital where there is a potential for organ donation.

OBJECTIVE 2: Promote living donation programmes following best practices

At the same time, living donation should be a complementary source of organs and
the EU Member States should promote the exchange of best practices on this subject
and encourage registers of living donors (Priority Action 3).

42 Communication From the Commission Action Plan on Organ Donation and

Transplantation (2009-2015): Strengthened Cooperation between Member States
SEC(2008) 2956; SEC(2008) 2957.

This is an overarching term for “a key donation person whose main responsibility is
to develop a proactive donor detection programme”, but in different countries, the
profession’s title may differ.
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OBJECTIVE 3: Increase public awareness of organ donation

The efforts should be accompanied by initiatives to increase public awareness of organ
donation. This implies improving the knowledge and communication skills of health
professionals and patient support groups (Priority Action 4), as well as facilitating
organ donor identification and cross-border donation in the EU (Priority Action 5).

2. Enhance the efficiency and accessibility of transplant systems.

OBJECTIVE 4: Support and guide transplant systems to make them more efficient and
accessible

The organisational models of organ donation and transplantation in the EU Member
States should be enhanced (Priority Action 6) and EU-wide agreements on aspects of
transplantation medicine should be promoted (Priority Action 7). Moreover, the
interchange of organs between Member States should be facilitated (Priority Action 8).

3. Improve the quality and safety of organ donation and transplantation.

OBJECTIVE 5: Improve the quality and safety of organ donation and transplantation
Priority Action 9 is directed at evaluating post-transplant results.

The competent authorities of the Member States should have a key role to play in
ensuring the quality and safety of organs during the entire chain from donation to
transplant and in evaluating quality and safety throughout patients’ recovery and
during the subsequent follow-up. For that purpose, post-transplantation data needs to
be collected. Sharing such information between Member States should facilitate the
further improvement of donation and transplantation across the Union.**

Priority Action 10 is about a common accreditation system for organ
donation/procurement and transplantation programmes, with the aim of improving
quality and safety.*>°

Directly linked to each of these Priority Actions, a total of 28 specific actions were
defined to help implementing concretely the goals proposed.

The Action Plan is a non-binding instrument that has been established and is
complementary to the Treaty and to the organ-specific legislation developed since
then (Directives 2010/53/EU and 2012/25/EU). While Directive 2010/53/EU*’ is a
legally binding instrument focusing on quality and safety aspects in accordance with
Article 168 of the Treaty on the Functioning of the European Union (TFEU), the Action
Plan has a non-binding legal nature.

Hence, the EU Member States decided which of these Priority Actions to follow, which
measures were to be taken according to their needs, resources, and a potential to
accommodate into a set of National Priority Actions.

44 Cf. Article 24 of Directive 2010/53/EU.

45 This aspect is also referred to in Directive 2010/53/EU, which stipulates that
national competent authorities should “issue appropriate guidance to healthcare
establishments, professionals and other parties involved in all stages of the chain
from donation to transplantation or disposal, which may include guidance for the
collection of relevant post-transplantation information to evaluate the quality and
safety of the organs transplanted.” Cf. Article 17 e) of Directive 2010/53/EU.

In the same way as for procurement organisations, Directive 2010/53/EU foresees
an authorisation scheme for transplantation centres so that transplant activities
and compliance with the conditions of procurement can be supervised.Cf. Articles 9
and 17 of Directive 2010/53/EU.

47 http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32010L0053
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Since the adoption of the Action Plan in 2008, many activities have taken place at the
national and EU levels in organ donation and transplantation. The implementation of
the Action Plan has been supported by exchanges of experience at the EU level during
the Competent Authorities meetings (a network of national representatives established
by Article 19 of Directive 2010/53/EU that enabled inter alia a discussion on specific
issues related to the Action Plan), as well as by EU-funded projects such as Joint
Actions and twinning projects.*®

To map the uptake of the Action Plan, the European Commission funded a mid-term
review conducted by an external contractor NIVEL — Netherlands Institute for Health
Services Research in 2012-2013.

The results were presented in so-called ACTOR study, i.e. ‘Study on the setup of organ
donation and transplantation in the EU Member States, uptake and impact of the
Action Plan on Organ Donation and Transplantation (2009-2015)"°.

The ACTOR study revealed that countries have undertaken activities in all Priority
Action areas and that progress has been made. The ACTOR study also showed that
there was room for improvement and that there were many opportunities for countries
to share experiences and to learn from each other®®. More specifically, the ACTOR
study emphasised the following:

e Priority Actions relating to transplant donor coordinators, living donation
programmes and cross-border exchange (PAs 1, 3 and 8) were increasingly
being taken up by almost all countries. Several EU-funded projects supported
these Actions: many countries were involved and endeavours go further than
providing insight and sharing knowledge and aim to help implementation. It
was considered that these Priority Actions have great potential for an EU-wide
implementation.

e Priority Actions relating to quality improvement programmes, organisational
models and post-transplant follow-up (PAs 2, 6 and 9) had been taken up by
most countries. For these Priority Actions there is great potential for mutual
learning through an exchange of experiences. The uptake of these Priority
Actions seemed to have increased when compared to 2009.

¢ However, fewer countries had initiated activities in relation to communication
skills, dissemination of information about citizens’ rights concerning organ
donation and transplantations, EU-wide agreements and accreditation systems
(PAs 4, 5, 7 and 10). It was suggested that further discussions at the EU level
on each of these Priority Actions were important to come to a shared
understanding.

In 2014, the Commission adopted Staff Working Document on the mid-term review of
the ‘Action Plan on Organ Donation and Transplantation (2009-2015): Strengthened
Cooperation between Member States’.>* The Document concluded that good progress
had been made by the Member States during the first half of the Action Plan period.
The most important achievements related to the increase in the number and training
of transplant donor coordinators (PA 1), the introduction or development of living
donation programmes in some Member States (PA 3) and improvements in the
organisational models (PA 6). In concrete terms, more coordinators were appointed
and trained (PA 1), thus improving deceased donation rates; living donation
programmes were created or developed, also with the aim of better protection for

48 E.g. http://ec.europa.eu/health/blood_tissues_organs/docs/

ev_20150929 ag_en.pdf

http://ec.europa.eu/health/blood_tissues _organs/docs/organs_actor_study

2013 _en.pdf

http://ec.europa.eu/health/blood_tissues organs/docs/

organs_actor_study_ 2013 en.pdf

51 SwWD(2014) 147 final http://ec.europa.eu/ health/blood_tissues_organs/docs/
midtermreview_actionplan_organ_en.pdf
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living donors (PA 3); and organisational models (PA 6) that proved to be efficient in
some Member States were introduced in other EU or non-EU countries, with support
for both groups from EU-funded projects or activities.

Thus the Commission suggested focusing at the EU level on living donation and the
cross-border exchange of organs for the remaining two years of the Action Plan.

The conclusions reached by the Commission reflected the Council conclusions on
organ donation and transplantation adopted in 2012°2. The Council of the
European Union concluded that endeavours have been made to meet the three
challenges set by the Action Plan. In particular, the Council welcomed the
establishment of bilateral and multilateral agreements between countries, the
development of manuals for living donation practices and the sharing of good practice.
However, the Council also concluded there was still room for improvement. The
Council invited Member States to collect and share knowledge and expertise on
several topics such as the expanded criteria for donors and national procedures for the
authorisation of procurement organisation and transplantation centres. Furthermore,
awareness and the importance of encouraging people to become donors were
emphasised by the Council.

To bring the implementation of the Action Plan forward, the Commission co-financed
several Joint Actions in organ donation and transplantation such as ACCORD (2012-
2015) and FOEDUS (2013-2016). As proposed by the European Parliament in 2014,
the European Union is currently funding two pilot projects, i.e. EUDONORGAN and
EDITH Both projects started in 2016 and will continue for three years (for more info
see in Chapter 4.

Final review of the Action Plan

To provide an overview of the state of implementation of the Action Plan, NIVEL was
contracted by the European Commission in 2015. The final review of the Action Plan is
presented in this Study on the uptake and impact of the EU Action Plan on Organ
Donation and Transplantation (2009-2015) in the EU Member States (FACTOR
study)>3.

The final review of the Action Plan aims to provide the European Commission and
therefore also the EU Member States with an overview of the efforts during the period
of the Action Plan and its state of implementation in every EU Member State and in
other 8 countries® and at the EU level.

It provides a review of the endeavours made during the entire timeframe of the Action
Plan. Based on this review, the report also proposes ideas for further action after the
period covered by the Action Plan.

This study should enable EU Member States and other participating countries as well
as the European Commission to streamline their activities after 2015 in organ donation
and transplantation in areas where gaps or shortcomings in the implementation of the
Action Plan have been identified, and in the areas where most value can be achieved.
In particular, this should assist EU Member States and institutions as well as other
stakeholders in their endeavours to fully implement EU-wide quality and safety
standards for human organs intended for transplantation, to increase the number of

52 Council conclusions on organ donation and transplantation 2012/C 396/03

http://ec.europa.eu/health/blood_tissues_organs/docs/
organs_council_ccl_2012_en.pdf

53 http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=URISERV:sp0007

> lceland, Norway, Macedonia (fYRoM), Switzerland, Turkey, Liechtenstein,

Montenegro and Serbia.
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organs available for transplantation and to further improve the efficiency and
accessibility of transplant systems.

The following objectives were formulated for the FACTOR study. They were divided
into four work packages (WP) and formulated as follows:

WP1: Overview of donation and transplantation activities at the national level. To
provide a brief but accurate assessment of organ donation and transplantation
activities in each of the Member States, including the set-up and organisation at the
central and local levels (cf. Chapter 2 and Country sheets (Annex 1);

WP2: Action Plan activities at the national level. To provide a mapping overview and
assessment of the state of implementation and activities carried out, on-going and/or
planned in each of the Member States (cf. Chapter 3 and Country sheets (Annex 1);
WP3: Action Plan at the EU level. To provide an assessment of the engagement of
Member States and Commission in common EU initiatives and the outcome of these
initiatives in relation to the ten Priority Actions; (Chapter 4; cf.)

WP4: Lessons learnt and future. To provide an assessment of the strengths,
weaknesses, opportunities and threats for the implementation of the Action Plan.
Importantly, this includes recommendations for the period after the original timeframe
of the Action Plan (2009-2015), at both the EU and national levels. (Chapters 5 and
6).

1.2 Methods

The study is based on a combination of desk research and the consultation of experts
carried out by a multidisciplinary project team.

For Work Packages 1, 2 and 3, the research team built upon the findings of the ACTOR
study corroborating them with the information retrieved from available sources
(scientific literature, previous projects, policy papers and secondary analysis of
existing data®. Only at the end of this phase the competent authorities®® and other
stakeholders were asked for additional information and validation.

For WP 4 a separate strategy was followed.

WP 1: Overview of transplantation activities at national level

WP 1 provides an assessment of organ donation and transplantation activities in each
of the participating countries, including the setup and organisation at the central and
local levels. Data is presented in a separate datasheet for each country, included in
Annex 1 of this report. These provide insight into the organisation of organ donation
and transplantation in each of the 36 countries.

The following information is provided:
e The organisation of organ donation and transplantation at the national level;
e A scale estimation of the number hospitals involved and donations/transplants
carried out;
e A qualitative analysis of the donation and transplant system in place;
e Insight into key actors, funding, current policies, ongoing changes and other
important issues.
The assessment was based mainly on input from the following sources:

> Council of Europe Transplant Newsletters, OECD and WHO data, the Commission’s

‘facts and figures’, the presentations available on Commission’s CIRCA BC
platform, websites of EU-funded projects etc.

Each country is represented by a competent authority. These authorities meet
regularly to discuss issues concerning organ donation and transplantation,
including the Action Plan.
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e The website of the European Commission DG SANTE website;>’

e The website of Chafea, the Executive Agency of the Commission, in particular
the project databases for projects funded under the EU Health Programmes;>®

e The platform CIRCA BC used by the European Commission to share documents
with Member States competent authorities, for example for Competent
Authority meetings;>°

e Websites of European organisations dealing with organ donation and
transplantation issues, such as EDTCO®® (The European Donation & Transplant
Coordination  Organisation), ESOT®*  (European Society for Organ
Transplantation), SAT®? (Southern European Transplant Alliance), EUROCET®®
(European Register of Competent Authorities for Tissues), Eurotransplant® and
Scandiatransplant®®, as well as international organisations such as the Council
of Europe®® and WHO (World Health Organisation)®’.

WP 2: Action Plan activities at the national level

WP 2 provides a country-specific mapping, analysis and assessment of the state of
implementation of the 10 Priority Actions defined in the Action Plan as well as
activities carried out, on-going and/or planned in each of the Member States relating
to each of the ten Priority Actions.

Desk research

The desk research provided an overview of what is already known about the state of
implementation of the Action Plan in each of the EU Member States, as well as at the
European level. The desk research provided suggestions for additional indicators and
information on the state of implementation of the ten Priority Actions.

Consultation of country and European services

Considering that not all information on the state of implementation of the Action Plan
is publicly available or directly accessible to the contractor, competent authorities were
contacted for additional information and validation. The research team focused not
only on completed activities but also included on-going and planned activities. Among
other things, the competent authorities were asked about the strengths of their
national systems and their views on what the next steps should be at the country level
and at the EU level.

Structured questionnaire

For this part, a structured survey was sent via email to the competent authorities. As
part of the ACTOR study in 2012, a survey was held to gather information on the state
of implementation of the ten Priority Actions. To be able to provide an in-depth
analysis and demonstrate any progress in recent years, the questionnaire built upon
the ACTOR survey adding additional indicators where needed.

A key indicator most closely related to the main issue in a Priority Action was selected
by the research team (Figure 3.1) to aggregate the input.
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http://ec.europa.eu/health/blood_tissues_organs/policy_en
http://ec.europa.eu/chafea/projects/database.htmi
https://circabc.europa.eu/faces/jsp/extension/wai/navigation/container.jsp
0 http://www.esot.org/EDTCO/home

5L http://www.esot.org

62 http://trapianti.net/en/sat-south-transplant-alliance/

%3 http://www.eurocet.org/

% https://www.eurotransplant.org/cms/

% http://www.scandiatransplant.org/

%6 http://www.coe.int/t/dghl/standardsetting/cdpc/pc_to_en.asp

57 http://www.who.int/transplantation/organ/en/
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Any non-responding competent authorities were contacted by telephone to encourage
them to respond and to offer assistance if needed. 34 out of 36 countries responded to
the survey. In the event of non-response in the FACTOR study, NIVEL checked
whether the country responded to the questionnaire in 2012. If it did, NIVEL
considered the answers in 2012 as the most valid information (i.e. for 2 non-EU
Member States).

Validation

Finally, the competent authorities were presented with a draft version of their country
sheet providing information on the state of implementation of the 10 Priority Actions in
the intended publication format (see Annex 1). They were encouraged to check and, if
necessary, supplement the information compiled on their country for validation. In the
end, 28 competent authorities responded and validated their country sheets.

WP 3: Action Plan at the EU level

This WP provides an assessment of the engagement of Member States and the
Commission in common EU initiatives and projects and the outcome of these initiatives
in relation to the 10 Priority Actions of the Action Plan.

Desk research

The desk research provided an overview of what is already known from the recent
scientific literature, non-scientific literature and websites about common EU initiatives
and projects.

It provided an overview of activities and projects that were initiated under the Action
Plan, after the mid-term review, and an evaluation of these projects, including
comparison of earlier projects under the Action Plan.

The study shows the results of these initiatives in each of the 10 Priority Actions in the
last few years:

e working groups led by the Commission, projects such as ETPOD, EULID,
EFRETOS, ELIPSY, EDD, COORENOR, ODEQUS, ELPAT, MODE until 2011;

e ACCORD and FOEDUS Joint Actions, the Commission and Chafea Journalist
workshops, the LIDOBS Conference®® and EU-funded projects in research as
well as assistance in this field for neighbouring countries since 2011°%;

e pilot projects proposed by the European Parliament on chronic kidney diseases
and training and social awareness, i.e. EUDONORG and EDITH (projects started
in 2016) were also taken into account’.

This study also includes an overview and assessment of initiatives undertaken by
international organisations and associations such as:

¢ WHO (South East European Health Network, global projects, and others);

e The Council of Europe (e.g. Guides to the Safety and Quality Assurance for the
Transplantation of Organs, Tissues and cells, the Black Sea Network,
Resolutions, Recommendations and Conventions);

e Eurotransplant, Scandiatransplant and SAT (Southern Alliance for Transplants);

e Associations and professional societies like ESOT (European Society for Organ
Transplantation) and its different sections (for example ELPAT and EDTCO),
ELTR (European Liver Transplant Register), EKHA (European Kidney Health
Alliance), ERA-EDTA (European Renal Association / European Dialysis and
Transplant Association) and others.
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http://ec.europa.eu/chafea/projects/database.htmi

E.g. Annex 2 of the Commission Staff Working Document on the mid-term review
of the Action Plan.

0 http://eur-lex.europa.eu/budget/data/General/2015/en/SEC03.pdf (pages 866 to

869)
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This overview is given in Annex 3.

The information that had been collected was assessed on its relevance for the different
priority actions of the Action Plan.

WP 4: Lessons learned and the future

WP 4 provides an assessment of strengths, weaknesses, opportunities and threats for
the implementation of the Action Plan and ideas for possible endeavours for the period
following the Action Plan (2009-2015), both at the EU level and the national level.

Summarising the results of WPs 1, 2 and 3 and a first consultation

This work package provides a summary of the three previous work packages and
identifies strengths, weaknesses/gaps and overlaps for each of the 10 priority areas.
This summary was presented and discussed at an expert meeting in November 2016.
Clear proposals for actions that could be taken in the period after the Action Plan were
studied, discussed and presented.

Interviews

Furthermore, wusing input from this summary, interviews were held with
representatives of 27’' Competent Authorities and with stakeholders such as
Eurotransplant, Scandiatransplant, SAT, professional associations and patient
representatives to elicit their views on the strengths and weaknesses of the Action
Plan. They were also asked for their views on the follow-up to the Action Plan. The
questions concerned outstanding items, new ways of addressing the Priority Actions,
new areas of interest and possible further steps. They were also asked about new
aspects in organ donation and transplantation that might not have been relevant when
the Action Plan was adopted in 2008 and that are currently developing. The related
fields of blood, tissues and cells were also considered to assess whether good
practices can be shared.

Stakeholder conference

A first draft analysis was performed of all the information that had been collected. The
draft was evaluated during a stakeholder conference attended by 17 experts (from
four relevant organisations in organ donation and transplantation and 12 competent
authorities) in the organ donation and transplantation field.

The following evaluative questions were covered during the meeting:

e What worked and what did not work, and why?

e What were the key challenges and how were they overcome?

e What were the key successes and why were they important?

e What were the key failures and how could such failures be avoided in the
future?

e Is there a need for a new Action Plan? If so, which actions should be included
(or not) and why?

The research team elaborated on the degree of consensus on all of these evaluative
questions during interactive sessions with all the experts, recognising that different
Member States may have very different views on these questions.

Based on the feedback of the Competent Authorities and the results of the stakeholder
meeting, a draft version was drawn up of the results of this WP.

71
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The preliminary draft was built around three central issues:
e The successes and weak spots of the Action Plan, at both the national and EU
levels;
e Possible ideas for action for the period after the Action Plan, at both the
national and EU levels;
e New aspects in organ donation and transplantation that should be considered.

Peer review of the final draft report
The final report was peer reviewed by five experts. These experts were:

(@9 Eurotransplant: Undine Samuel

(2) NTS: Bernadette Haase-Kromwijk

3) ONT: Beatriz Dominguez-Gil

4 ACCORD: Triona Norman (UK/NHSBT)

(5) FOEDUS: Alessandro Nanni Costa (IT/CNT-ISS)
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2 OVERVIEW OF ORGAN DONATION AND TRANSPLANTATION
ACTIVITIES AT THE NATIONAL AND EU LEVELS

This chapter summarises the key figures of organ donation and transplantation
activities provided by the countries included in the study.

The following aspects of organ donation and transplantation in European countries

were analysed in the study:

1. Deceased and living donation rates at the EU level.

2. Deceased donation rates at the national level.

3. Living donation rates at the national level.

4. The importance of expanded criteria donors, in particular having donors older than
60 years.

5. Transplants, organ-specific transplants, specifically pancreas and small bowel
transplants, and the transplant rates per transplant centre.

6. Waiting lists.

7. Organ exchange organisations.

8. Consent systems.

The complete country sheets can be found in Annex 172,

2.1 Deceased and living donation rates at the EU level

In general, organ donation rates increased during the period of the Action Plan.

At the EU level, the total number of organ donors increased from 12,369 in 2008 to

14,953 in 2015. This accounts to an increase of +21% over the period of the Action
Plan.

2 The aggregated results cover the EU Member States. If available, the results were

also provide for other European countries that participated in this study The results
are based on Translant Newsletters, and tinformation provided by countries in the

country sheets.
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Figure 2.1: Total number of deceased and living organ donors in the EU in 2008-2015 (Source: Transplant
Newsletter, ONT/Council of Europe, country sheets, Annex 17°)

Living donation is performed mainly for kidney transplants and for some liver
transplants (to a limited extent also for lung transplants).

In all Member States except one living donation was performed’®. The increase in the
number of living organ donors (on average 4.2% more per year) was larger than the
increase in the number of deceased organ donors (on average 1.8% more per year).”

Deceased donation is a possible source for kidney, liver, heart, lung, pancreas and
small bowel transplants. Kidney transplant is the main transplant procedure performed
in countries.

Most deceased donations come from donors after brain death (DBD). These are
deceased organ donors in whom death has been determined by neurological criteria.
This is the standard method, and thus used by all countries where organ donation is
performed.

A donor after circulatory death (DCD) is a deceased organ donor in whom brain death
cannot be determined or is not expected to be brain dead. Then death will be
determined by circulatory and respiratory criteria. It is a relatively new development
in the field and can be seen as a possible new source of donors. This field of donation
is explored only in few countries. Other countries wishing to implement or expand
DCD programmes would need to develop their expertise or address legislative or
ethical issues. Although the number of countries undertaking or considering the
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Croatia became a Member State in 2013.

In Luxembourg, no living donations were performed.

In Germany, deceased donation rates showed a significant decrease during 2008-
2015, which has a large impact on EU numbers.
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implementation of a DCD programme is not significant’®, the number of DCD donors
has increased over the years, from 569 in the 10 of 27 EU Member States in 2008 to
1113 donors after circulatory death in 10 of 28 Member States in 2015.

2.2 Deceased donation rates at the national level

The deceased donation rate gives the number of deceased donors per million of the
population (PMP) where a deceased donor is defined as an actual donor (at least one
organ has been recovered for the purpose of transplantation).’’

Significant differences are seen in deceased donation rates between countries. Figure
2.2 shows the actual deceased donation rates in the EU Member States and other
countries in 2015.

The highest rates are found in Spain (in total 1851/40.2 PMP), Croatia (in total
169/40.2 PMP) and Iceland (in total 12/40.0 PMP).

’®  There might be changes in which Maastricht classification they use though. The
modified Maastricht classification is widely used to categorize DCD. Categories 1,
I, and V describe organ retrieval that follows unexpected and irreversible cardiac
arrest (uncontrolled DCD), while categories 11l and 1V refer to retrieval that follows
death resulting from the planned withdrawal of life-sustaining cardiorespiratory
support (controlled DCD). (Manara, Murphy & Callaghan, 2012).

T Cf the definition of the ‘Transplant Newsletter’ of the Council of Europe and ONT.
Definitions used may differ in different countries. Within Eurotransplant, for
instance, an organ donor is a donor, where at least one organ could be procured
and transplanted. In Spain, also a tissue donor is considered an “organ donor” and
is counted as such.
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Figure 2.2: Deceased donation rates per million population in the EU Member States and other countries in
2015 (source: Transplant Newsletter 2016, ONT/Council of Europe)

Positively, deceased donation rates have been increasing in almost all countries since
the adoption of the Action Plan.

Figure 2.3 shows the percentage change between the average deceased donation
rates for the years 2008/2009 and 2014/15 at the national level.

Average deceased donation rates in 2008/2009 varied from 1.3 PMP in Bulgaria to
34.3 PMP in Spain. In 2014/2015, deceased donation rates varied from 4 PMP in
Greece to 38 PMP in Spain.

Interestingly, deceased donation numbers considerably increased in some countries,
e.g. Bulgaria (346%), Croatia (107%) and Hungary (54%0).

However, some countries have shown a decrease. This may be attributable to a set of

different factors. It may for instance have been influenced by a sudden decrease in
public trust due to negative media attention financial and institutional constraints.
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Figure 2.3: Deceased donation rates and increase in 2008/2009 compared to 2014/2015 for EU Member
States and other countries” " (Source: Transplant Newsletter 2016, ONT/Council of Europe, country sheets,
Annex 1)
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See table in Annex 1 for country codes.

The average increase was calculated over the rates for 2008-2009 and 2014-2015
in the 36 countries included in this study, in order to reduce the influence of
fluctuations. For Montenegro, Luxembourg, Macedonia, Serbia and Liechtenstein,
no/not all numbers were available to calculate average donation rates and

percentage change.
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2.3 Living donation rates at the national level

Living donation rates are increasing in most of the EU Member States.

In several countries living donor transplants contribute significantly to the total
number of donations. In particular, the average living donation rates in 2014/2015
exceeded the deceased donation rates in Denmark, Montenegro, Turkey and the
Netherlands.

Figure 2.4 gives an overview on living kidney and liver donation rates and the
percentage change between the average rates in 2008/2009 and 2014/15. It shows
that there are considerable differences between the countries.

It is observed that average living donation rates PMP are relatively high in Cyprus,
Island, the Netherlands and Turkey. The percentage increase compared 2014/2015
with 2008/2009 is most prominent in Czech Republic (107%), Estonia (100%), Spain
(92%), Finland (96%), France (130%), Ireland (146%), Italy (96%) and Latvia
(200%0).

37



Study on the uptake and impact of the EU Action Plan on Organ Donation and
Transplantation (2009-2015) in the EU Member States

0 10 20 30 40 50

+0.6%
+44,9%

-24%

+35,4%

+100%

+91,9%
+96,4%

2049 0%

-11,7% m Average living
IT +95,8% donation rate
LI PMP 2008/09

LT M= +80,5%

LU m Average living
LV e +200% donation rate
ME PMP 2014/15

+23,2%

+92,7%

+59,3%

Figure 2.4: Living donation rates and increase in 2008/2009 compared to 2014/2015 for EU Member States
and other countries® (Source: Transplant Newsletter 2016, ONT/Council of Europe, country sheets, Annex
)

The figure below shows changes in the rates of both deceased and living donation in
countries between 2008/2009 and 2014/2015 PMP.

8  The average increase is calculated over the rates of 2008-2009 and 2014-2015 in

the 36 countries included in this study, in order to reduce the influence of
fluctuations. For Montenegro, Luxembourg, Macedonia, Serbia and Liechtenstein,
no/not all numbers were available to calculate average donation rates and
percentage change.
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Both rates have increased in 16 out of 36 countries included in the study. In 3
countries out of 36, both rates have decreased. Additional analyses show that some
countries that originally had a deceased donation rate below 15 PMP managed to
increase their donation rate by more than 15% (12 countries). The same applies for
countries that started with a living donation rate below 10 PMP (12 countries) (see
Annex 4 for the results).
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Figure 2.5: Changes in donations PMP for both deceased (DD) and living donation (LD) between 2008/2009
and 2014/2015 in 36 included in this study (source: country sheets, Annex 1)

2.4 The importance of expanded criteria donors

Because of organ shortages, donors aged over 60 are a growing part of the total donor
pool. Some transplant professionals might be reluctant about the use of older donor
organs because of a perceived greater chance of rejection by the recipient and
because advanced donor age is a pervasive risk factor influencing organ quality (Port,
et al., 2002).

However, although outcomes are generally poorer, the recent achievement of
acceptable outcomes has allowed the progressive expansion of the donor pool to
include a larger portion of older donors (Giessing et al., 2009). Moreover, kidney
transplants from older donors still produce a benefit in recipient survival compared
with dialysis. Results are encouraging especially for older recipients who represent a
growing proportion of transplant patients (Segall et al., 2016). For instance,
Eurotransplant started a successful senior programme in 1999, to achieve a more
efficient use of kidneys from donors aged over 65 years of age and to reduce the
waiting time for elderly patients (Frei et al., 2008).

The figure below shows the proportion of the deceased donation rate per million
population (PMP) from donors aged over 60 in 2014 vs. deceased donors under 60. It
highlights a significant variation between the countries. For instance, in Spain, ltaly
and Norway the number of deceased donors older than 60 exceeds the number of
deceased donors under 60. The variation also reflects the uncertainties that there are
about older donation (Aubert et al., 2015; Rao & Ojo, 2009).
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Figure 2.6: Number of deceased donors (PMP) divided into donors aged below and above 60 in 2014 for the
Member States and other countries (source: Country sheets, Annex 1)

It is recognised that older donors bring a longer medical history and have potentially a
higher risk of disease and co-morbidities. However in view of the significant shortage
of donated organs in the EU, it also underlines the importance of the expansion of
acceptance criteria for donors. For example a history of malignancy might become
acceptable for donors under certain conditions (e.g. disease free for many years, and
for specific recipients who have few other therapeutic options).

Lastly, it underlines the need to get more insight in the transplant results of these
older donors and expanded criteria donors on the long term.
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Another example is expanding the donor pool by the use of organs non-standard risk
donors such as anti HCV (hepatitis C virus) positive donors. However, this is a very
sensitive subject and any statements about this have to be made with caution.

2.5 Transplants at the EU level and organ-specific transplants
An upward trend has been observed in the number of transplants at the EU level over
the period of the Action Plan. Overall, there was an increase from 28,066 transplants

in 2008 to over 32,707 in 2015. This account to a 17% increase over the period.%!

Overall, an increase in transplants of different organs is observed in the EU, despite
fluctuating in some countries, (see Figure 2.7).
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Figure 2.7: Total number of transplants from living and deceased donors per organ in 2008-2015 in EU
Member States (Source: Transplant Newsletter 2016, ONT/Council of Europe)

The figure below shows the number of transplant patients per million population (PMP)
in the EU Member States and other countries. The highest rates are seen in Spain
(100.7 PMP), Croatia (93.1 PMP) and Austria (88.8 PMP).

81 Although one country (Croatia) became a member of the EU in 2013, excluding it

still gives an increase of 11%.
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Figure 2.8: Number of transplant patients PMP, all organs combined in 2015 (source: Transplant Newsletter
2016, ONT/Council of Europe)

Overall, numbers of kidney and lung transplants increased over the years in most
countries. In several countries the number of liver transplants increased slightly. The
number of heart transplants is more or less stable.

Some countries have relatively high numbers of specific transplant procedures such as
pancreas transplant for Norway, United Kingdom, and Sweden, or lunch transplants in
Austria and Belgium.®?

Based on the size of the country and the types of transplant undertaken, it can be
seen that mainly countries with a large population, and therefore a large healthcare
sector, have the capacity and resources to enable transplantation of relatively ‘less
common’ organs such as pancreas (or pancreatic islets) and small bowel transplants.
Of the smaller countries with fewer than five million inhabitants, Slovenia and Croatia
have a relatively high pancreas transplant rate (2.4 PMP and 1.9 PMP, respectively).
Pancreas transplantation is not as rare as small bowel transplantation, though boht
are considered to be developing areas. In 2015, the following 23 countries performed
pancreas transplants: Austria, Belgium, the Czech Republic, Denmark, Estonia,
Finland, France, Germany, Hungary, Italy, Lithuania, the Netherlands, Poland,
Portugaé,B Romania, Slovenia, Spain, Sweden, UK, Croatia, Norway, Switzerland and
Turkey.

82 In some instances, the increase in numbers is linked inter alia to bilateral cross-

border agreements concluded between the countries.

8 12 of these countries had more than 20 pancreas transplants in 2015.
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Figure 2.9: Total numbers of pancreas transplants in 2008, 2014 and 2015 in the Member States and other

count

ries (source: Transplant Newsletter 2016, ONT/Council of Europe, Country sheets, Annex 1)

The number of countries that perform small bowel transplant procedures increased
slightly from six in 2008 to ten in 2015 (Figure 2.10) (the Czech Republic, Germany,
Spain, Finland, France, lItaly, The Netherlands, Sweden, the United Kingdom and
Turkey). Some of these countries undertake relatively high number of small bowel
transplant procedures compared to others.
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Figure 2.10: Total numbers of small bowel transplants in 2008, 2014 and 2015 in Member States and other
countries (Source: Transplant Newsletter 2016, ONT/Council of Europe, Country sheets, Annex 1)

Given the complexities related to organ-specific transplants, it is obvious that only few
centres/programmes in the EU can gain sufficient experience and economies of scale
to successfully organise such transplants. Thus, collaboration between the countries in
organising such transplants might be valuable.

Figure 2.11 gives the total number of transplant centres/programmes per organ in 36
countries included in this study.
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Figure 2.11: Total number of transplant centres/programmes per organ in 2015 in 36 countries (EU Member
States and other countries) (source: Transplant Newsletter 2016, ONT/Council of Europe)
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Overall, there are a total of 372 kidney transplant centres, 193 liver transplant
centres, 159 heart transplant centres, 87 lung transplant centres, 132 pancreas
transplant centres, and 40 small bowel transplant centres.

It is notable that the number of pancreas transplant centres exceeds the number of
lung transplant centres/programme in Member States (120 vs. 81 in 2015) while the
number of lung transplants exceeds the number of pancreas transplants in Member
States (1818 vs. 821 in 2015).

Figure 2.12 shows the number of transplants carried out per transplant centre in each
country. Large differences are observed. For instance, the figure shows that Finland
and Norway had high numbers of kidney transplants per transplant centre in 2015, i.e.
230 and 191, respectively, compared to other countries. Furthermore, in the UK, the
number of liver transplants per transplant centre was high in 2015, i.e. 141.3. The
Czech Republic is ranking high in the number of hearts (37.5) and pancreases (37)
transplanted per transplant centre.
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Figure 2.12: Number of organ transplants per transplant centre in 2015 in EU Member States and other
countries (source: country sheets, Annex 1)
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2.6 Extended donor criteria — use of older donors

Figure 2.13 shows the numbers of Member States and other countries that indicated
they use donors over 60, donors after circulatory death, in 2008/2009 and 2014/2015.
Overall, the number of countries that include donors over 60, relatively ‘less common’
organ transplants and DCD is increasing. Although this is a promising development to
increase the number of donors, it is a sign of the growing organ shortage. Attention
should also be paid to the quality of the organs and quality and safety of procedures.

36
31 .
26
21
B no/no data
16
non-MS

11 mMS
2008/2009|2014/2015|2008/2009 |2014/2015

6

1

-4

>60 years DCD

Figure 2.13: Numbers of countries that indicated they include donors aged >60, and donors after circulatory
death, in 2008/2009 and 2014/2015, in Member States and other countries (36 in total) (source: country
sheets, Annex 1)

2.7 Waiting lists

The demand for organs in the EU far exceeds the supply. This is observed in all
countries, albeit to varying degree for specific organs.

There are transplant waiting lists in all countries with transplant programmes. On 31
December 2015, a total of 56 thousand patients were on waiting lists in the EU.

The total number of patients waiting for an organ transplant on 31 December 2015 for
each organ is shown in Figure 2.14.
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Figure 2.14: Total number of patients waiting for a transplant (only active candidates) on 31 December
2015 in EU Member States (Source: Transplant Newsletter 2016, ONT/Council of Europe)

Waiting lists can rapidly change and the numbers on waiting lists are difficult to
compare across the EU for several reasons. Some countries do not have a waiting list,
the criteria for admission to the waiting list or removal from the waiting list may differ
between and within countries etc.

From the moment a country starts a national transplant programme and the number
of transplants performed in the programme increases, the waiting list will grow
(because of expectations among treating physicians that their patients can potentially
get a transplant). In contrast, a drop in donation numbers can result in a drop in the
number of patients on waiting lists. Not because fewer patients need a transplant, but
because local physicians estimate the chances of receiving an organ for
transplantation to be very low and therefore will not put them on the list, or the
patients decide it themselves. It is worth noting that, the criteria for admission to the
waiting list or removal from the waiting list differ between and within countries. In
addition, there are no standards against which to decide whether a waiting list is long
or short. For certain types of diseases, there is no alternative treatment to a
transplant. Therefore, the numbers of patients on waiting lists should be interpreted
with caution, and definitely not compared between countries.

2.8 European organ exchange networks

Organ exchange between countries serves three main purposes: firstly, it reduces the
loss of donor organs for which there is no suitable recipient on the donor country’s
waiting list; secondly, it improves the possibility of specific patient groups receiving a
matching donor organ; thirdly, it allows optimised donor-recipient matching, due to an
expansion of the donor and recipient pools.

The Action Plan also reveals that cross-border exchange of organs plays an important
role to optimise use of organs. There are three European organ exchange
organisations (EOEOs), i.e. Eurotransplant, Scandiatransplant and SAT and a number
of Member States participate in it®*.

e Eurotransplant (Austria, Belgium, Germany, Croatia, Hungary, Luxembourg,
the Netherlands, Slovenia). Eurotransplant International Foundation is a non-

84 Eurotransplant (AT, BE, DE, HR, HU, LU, NL, SI).
Scandiatransplant (DK, FlI, IS, NO, SE).

the South Alliance for Transplantation (SAT) (ES, FR, IT, PT, CH, C2).
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profit service organisation responsible for the allocation of donor organs in
eight European countries, covering 81 transplant centers and 135.8 million
inhabitants. 6988 patients were transplanted in 2016. The allocation system is
based upon medical and ethical criteria. Through conducting and facilitating
scientific research, Eurotransplant aims at a constant improvement of
transplant outcomes. Eurotransplant manages the complex process of
achieving the best possible match between available donor organs and patients
on one transplant waiting list.

e Scandiatransplant (Denmark, Finland, Iceland, Norway, Sweden).
Scandiatransplant is comparable to Eurotransplant as an exchange
organisation. It includes cooperation between all 12 Nordic transplant centres
in addition to eight immunology laboratories. It covers a population of about
26.5 million inhabitants. About 2000 patients are transplanted yearly within the
Scandiatransplant association. All Nordic patients waiting for an organ
transplantation are listed on one common list for each organ. Scandiatransplant
ensures that all necessary data are available for the transplant professionals to
allocate the organs according to rules adapted by the association and monitors
compliance with these rules.

e The South Alliance for Transplantation (SAT) (Spain, France, Italy,
Portugal, Switzerland, Czech Republic). SAT was created in 2012 with the main
goal of establishing formal cooperation between national donation and
transplant agencies from countries in Southern and Western Europe. SAT does
not perform the same tasks as Eurotransplant and Scandiatransplant. Every
SAT partner has its own donation and transplantation systems, organ allocation
rules, waiting lists etc., but most SAT partners (with the exception of Portugal)
are users of the FOEDUS Platform for the exchange of surplus organs.
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Figure 2.15: European organ exchange organizations (source: country sheets, Annex 1)
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In addition, many Member States have set up collaborations and concluded bilateral
agreements on the exchange of donor organs. Cross-border agreements allow that
some countries become more “specialised” in specific transplant procedures (for
instance, lung transplant for Austria and Belgium, pancreas transplant for the UK, and
Sweden). Other countries can then benefit of this expertise by adding their donated
organs and patients in need.

Importantly, a number of countries (Czech Republic, Slovakia, Lithuania, Bulgaria,
Switzerland, Italy, Spain, France, UK and Romania) use an organ exchange platform
developed in the FOEDUS joint action which has been supported by the EU®. This
organ exchange network allows for allocation bodies to offer surplus organs which are
difficult to match to recipients in the residential country, and therefore would
otherwise not be used. For instance, there have been 380 organs offered through this
platform and 53 transplanted.

The multi-lateral and bi-lateral agreements have been important for a number of
countries to increase donor organ usage, improving donor organ evaluation and donor
management programmes.

An example is the use of the lung transplant programmes in Austria, by its
neighbouring countries and by other Eurotransplant member countries. This allows
some of these countries to have their patients treated with a lung transplant in
Austria, without the need to invest and develop such specialised programme/centre
within their own country. In parallel, lungs from donors in these countries will also be
send to and used in the Austrian programmes/centres.

2.9 Consent systems

Countries have different types of national (sometimes even regional) systems in place
for consent to donate organs after death.

There are two main consent systems in Europe: an “opt-in” system under which
people are required to explicitly give their consent for organ donation, and an “opt-
out” system, which endorses the principle of presumed consent unless a specific
request for non-removal of organs for donation is made before death.

A mixed system means that different regions have their systems differently organised,
or that components of both opt-in and opt-out systems are implemented. However,
regardless of the consent system, it is standard practice to approach thefamily
members of the deceased prior to any decision to procure an organ.

Out of 36 countries included in the study, 20 countries have an opt-out system and 13
countries have an opt-in system in place (see Figure 2.16). Sweden and the UK have a
mixed system.. In Liechtenstein, no transplants are performed.

85
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Figure 2.16: Consent systems to donate organs after death (source: country sheets, Annex 1)
2.10 Conclusions

In general, donation and transplant rates have been increasing in the EU over the
period of the Action Plan.

The total number of organ donors increased from 12,369 in 2008 to 14,953 in 2015.
This accounts to an increase of 21% over the period of the Action Plan. In most
countries, deceased donation rates have increased (an average 1.8% increase per
year) less than living donation rates (an average 4.2% increase per year). Differences
between Member States indicate however that both, deceased donation and living
donation, still have a lot of potential for optimization.

This has allowed for an encouraging trend in transplant numbers, with approx. 4600
extra transplants in 2015, a 17% increase compared to 2008. While the increase in
absolute numbers is highest for kidney transplants (2746 transplants between 2008
and 2015) followed by liver and heart transplants, the percentual increase was highest
for lung transplants (41%). It can therefore be concluded that countries are
addressing the first challenge of the Action Plan, “Increasing organ availability”.

While we can see kidney transplants programmes/centres present in every country,
only 23 countries have programmes for pancreas transplants and 10 for small bowel
transplants. Within the EU, there are 372 kidney transplant centres/programmes, with
national average numbers of kidney transplants varying from below 10 to over 200
per year per programme/centre.
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An interesting trend is the increased use of older donors. While only half of the
countries used donors above 60 years in 2008-2009, almost all do so in 2014-2015. In
Spain, Italy, Norway and Malta more than 50% of donors are above 60. Older donors
come with a longer medical history, and hence more tailored, so-called extended
donor criteria are applied.

Concerning waiting lists, a total number of 56 thousand patients are reported to be on
a waiting list end 2015 in the EU. Waiting lists can rapidly change and the numbers on
waiting lists are difficult to compare across the EU for several reasons. Some countries
do not have a waiting list, the criteria for admission to the waiting list or removal from
the waiting list may differ between and within countries etc.

Therefore, the numbers of patients on waiting lists should be interpreted with caution,
and cannot be compared between countries.

Organ exchange plays an important role in optimizing the use of available donor
organs. A key role is played by three European Organ Exchange Organisations are
active in the EU (Eurotransplant, Scandiatransplant, Southern Alliance on
Transplantation), but it is also important to mention the many bilateral agreements as
well as an EU-funded IT-platform that allows exchange of surplus (unused, hard to
match) organs.

Finally, different consent systems exist at the national level. Out of 36 countries
included in the study, 20 countries have an opt-out system and 13 countries have an
opt-in system in place, 2 - a mixed system. In practice however, it is reported that
donor (family) consent is requested prior to donation, regardless of the national
consent system.
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3 IMPLEMENTATION OF THE ACTION PLAN

This chapter provides an overview of the of efforts made during the period of the
Action Plan 2009-2015 to implement the Priority Actions and its state of
implementation in every EU Member State and other eight countries®® as well as at the
EU level.

In the Action Plan, 10 Priority Actions are identified, assembled under 3 challenges: 1)
increasing organ availability; 2) enhancing the efficiency and accessibility of transplant
systems; and 3) improving quality and safety.

e Challenge 1: Increasing organ availability
- Priority Action 1: Promote the role of transplant donor coordinators in
every hospital where there is potential for organ donation. Design
indicators to monitor this action.

- Priority Action 2: Promote Quality Improvement Programmes in every
hospital where there is potential for organ donation.

- Priority Action 3: Exchange of best practices on living donation
programmes among EU Member States: Support registers of living
donors.

e Challenge 2: Enhancing the efficiency and accessibility of transplant systems

- Priority Action 4: Improve the knowledge and communication skills of
health professionals and patient support groups on organ
transplantation.

- Priority Action 5: Facilitate the identification of organ donors across
Europe and cross-border donation in Europe.

- Priority Action 6: Enhancing the organisational models of organ donation
and transplantation in the EU Member States.

- Priority Action 7: Promote EU-wide agreements on aspects of
transplantation medicine.

- Priority Action 8: Facilitate the interchange of organs between national
authorities.

e Challenge 3: Improving quality and safety
- Priority Action 9: Evaluation of post-transplant results.
- Priority Action 10: Promote a common accreditation system for organ

donation/procurement and transplantation programmes.
Table 3.1: Challenges and Priority Actions of the EU Action Plan

The Action Plan is a non-binding instrument that has been established and is
complementary to the Treaty and to the organ-specific legislation developed since
then (Directives 2010/53/EU and 2012/25/EU). Given the voluntary nature of this
Action Plan, each Member State had a different starting position and was free to
decide whether and how to follow these guidelines. In order to adapt the Priority
Actions to their own situation, needs and resources were translated into a set of
National Priority Actions.

To provide an overview of the uptake of the Action Plan, a survey was submitted to
the representatives of the countries®” included in the study.

8 Iceland, Norway, Macedonia (fYRoM), Switzerland, Turkey, Liechtenstein,

Montenegro and Serbia.

87 National Competent Authorities.
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Figure 3.1 shows how many countries have implemented the Priority Actions laid down
in the Action Plan. To compare, the same key indicators for EU Member States are
shown in Figure 3.2. The results are described in more detail for each Priority Action
below.
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Figure 3.2: Implementation of the Action Plan per Priority Action in EU Member States

8  The orange coloured bar represents 8 countries that indicated they evaluate post-

transplant results but not systematically at the national level (all non-MS).
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Priority Action 1: Promote the role of transplant donor coordinators®® in every
hospital where there is potential for organ donation. Design indicators to
monitor this action.

“The combination of an efficient system for organ donor identification, detection and
procurement has been identified as one of the keys to increasing deceased donation.
In particular, the presence of a staff member dedicated to donation at the hospital
level (i.e. a transplant donor coordinator), whose main responsibility is to develop a
proactive donor identification/detection programme, is the most important step
towards optimising organ donation and improving the donor detection rate. Member
States should therefore aim to incorporate in their Sets of National Priority Actions the
objective of gradually appointing Transplant Donor Coordinators (Priority Action 1) in
all hospitals where there is potential for organ donation.”?°

In all EU Member States and majority of other participating countries, transplant
donor coordinators have been appointed (see Annex 2 for details). However,
transplant donor coordinators are not necessarily appointed at the hospital level in the
countries, which is defined as the ideal position for transplant donor coordinators in
the Action Plan. In particular, Transplant donor coordinators have been appointed in
all 28 Member States and also in another 5 countries (see Annex 2 for details) which is
one country more than in 2012. In 22 Member States and the 6 other countries, they
are appointed at local/hospital level. Furthermore, various countries reported that they
are also appointed at the regional (15) or national (23) levels.®*

The results also show a need for continued efforts in education and training of the
appointed transplant donor coordinators.

e Despite the fact that transplant donor coordinators have been appointed in
almost all countries, implementation of training programme is not standard in
every country. Transplant donor coordinators receive both initial and regular
training in 2016 in only 16 Member States (and no other countries). This is an
improvement compared to 2012 (in 2012, there were 11 countries).

e 9 Member States and 1 other country indicated that the training schemes are
tested for effectiveness (cf. 7 countries in 2012). Furthermore, 8 Member
States and 3 other countries indicated that they use national or international
accreditation schemes for the qualifications of transplant donor coordinators
(cf. 7 countries in 2012).

e Lastly, 15 Member States indicated that the Action Plan has influenced national
policy on transplant donor coordinators, and in 15 Member States and 1 other
country the EU-supported activities contributed to the promotion of the role of
transplant donor coordinators.

Examples of the impact of the Action Plan (according to specific countries) with
regard to Priority Action 1°2

“Transplant donor coordination is provided 24x7x365 under national Ilaw.
Cooperation between donor hospitals and transplant centres is based on bilateral
contract that are updated every year. Donor hospitals receive feedback about each

8  This is an overarching term for “a key donation person whose main responsibility is

to develop a proactive donor detection programme”, but in different countries, the
profession’s title may differ. In the Action Plan, the hospital level is defined as the
most ideal position for transplant donor coordinators.

Communication from the Commission: Action Plan on Organ Donation and
Transplantation (2009-2015): Strengthened Cooperation between Member States
(COM(2008) 819/3).

In the survey, more than one answer was possible.

Input from the National Competent Authorities submitted to NIVEL survey.

90
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donor process after the organ transplants. Coordinators' activities (salaries, training
etc.) are mostly financed from the state budget.” (EE)

“The German Transplant Act was amended in 2012 making the appointment of an
in-house transplant coordinator in donor hospitals mandatory and clearly defining
their responsibilities” (DE)

“At the end of 2015: transplant coordinators have been appointed in 231 hospitals
where there is potential for organ donation, compared with 2010 when 123 hospital
transplant coordinators worked in the field. Improvement in organisation and
information flow in process of coordination.” (PL)

“The implementation of in-house transplant coordinators has doubled the number of
donors and transplant procedures in Romania” (RO)

Priority Action 2: Promote quality improvement programmes in every hospital
where there is potential for organ donation.

“It is equally important to promote Quality Improvement Programmes for organ
donation (Priority Action 2) in every hospital where there is potential for organ
donation. These programmes are primarily a self-evaluation of the whole process of
organ donation according to the characteristics of the hospital and the health system.
These will make it possible to compare results and thus to pinpoint areas for
improvement. Consequently, it will also be beneficial in promoting accessibility to and
training for a specific methodology in relation to these quality improvement
programmes. An example of a quality improvement programme was the Joint Action
ACCORD, which focused on the process of donation after brain death (DBD). The
programme aims to monitor the potential donor pool, evaluating performance in the
DBD process and identifying areas of improvement. The programme is based on a
continuous audit of clinical charts of patients who died in intensive care units (ICUs).
It includes an internal audit performed by donor coordinators locally. There is a wide
variety of Quality Improvement Programmes.”%

Almost all countries indicate that Quality Improvement Programmes are promoted by
the government. There is however a great variability in these programmes, and much
can still be learned from comparing and further improving these programmes.

In 2016, 27 Member States and 4 other participating countries indicated that their
governments had introduced or encouraged initiatives to improve the quality of at
least one out of five different aspects of the organ donation and transplantation
process in individual hospitals (cf. 27 countries in 2012), including the identification of
potential donors, the donation process, the procurement process, the transplantation
process or follow-up care.®*

e 15 Member States and 1 other country indicated that the Action Plan has
influenced national policy on Quality Improvement Programmes.

e 10 Member States indicated that the EU-supported activities made a
contribution to the promotion of Quality Improvement Programmes.

9 Communication from the Commission: Action Plan on Organ Donation and
Transplantation (2009-2015): Strengthened Cooperation between Member States
(COM(2008) 819/3).

% In the survey, more than one answer was possible.
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Examples of the influence of the Action Plan in specific countries with regard to
Priority Action 2%°

“The experience with WP5 in the ACCORD Joint Action has helped us to broaden the
scope of our Quality Assurance Programme in Deceased Donation®.
This programme has been in place since 1999, and has inspired national, regional
and local strategies for continuous improvements. ONT has then extended the
ACCORD experience to more than 100 hospitals in the country in the framework of
the ACCORD-Spain project. The tools have been refined and adapted to the Spanish
needs and have been tested by the network. Based on the international and
subsequent national experience, ONT is now redefining the existing Spanish Quality
Assurance Programme, to incorporate new modules for a more comprehensive
assessment of the potential of organ donation and of performance in the deceased
donation process.” (ES)

Priority Action 3: Exchange of best practices on living donation programmes
among EU Member States: Support registers of living donors.

“As it complements deceased donation, living donation is a real alternative for
improving the availability of organs for transplantation. Member States should
therefore deploy the Action Plan to promote the exchange of best practices on living
donation programmes (Priority Action 3).”°%’

In all EU Member States, directed®® living donation is practiced. However, undirected®®
living donation, promoted in 14 EU Member States might be considered in more
countries. Due to the sensitivity of the issue, legal, ethical, cultural, and religious
considerations are be taken into account.

Living donation is practiced in most countries (27 Member States and 5 other
participating countries) and the number has increased since 2012 (cf. 29 countries in
2012). It usually concerns directed living donation, meaning that the donor and
recipient have a (social) relationship (partner, family or friend).

e Undirected living donation is not common in the countries: in 2016, 14 Member
States and 2 other countries have undirected living donation programmes. This
number has increased since 2012 (cf. 13 in 2012).

e 16 Member States and 3 other countries indicated that registers are
established to follow up, evaluate and guarantee the health and safety of living
donors at the national level (cf. 16 countries in 2012).

e Organ trafficking is explicitly prohibited in all 28 Member States except for
Ireland. 6 other countries have explicitly prohibited it too and this number has
increased since 2012 (cf. 27 countries in 2012).

e The Council of Europe Convention on Action against Trafficking in Human
Organs, adopted on 25 March 2015, has been ratified according to 2 Member

95
96

Input from the National Competent Authorities submitted to NIVEL survey.

de la Rosa G, Dominguez-Gil B, Matesanz R, Ramon S, Alonso-Alvarez J, Araiz J, et
al. Continuously evaluating performance in deceased donation: the Spanish quality
assurance program. Am J Transplant 2012; 12(9): 2507-2513.

Communication from the Commission: Action Plan on Organ Donation and
Transplantation (2009-2015): Strengthened Cooperation between Member States
(COM(2008) 819/3).

% Directed living donation means that the donor and recipient have a social
relationship (partner, family or friend).

Undirected living donation (or altruistic living donation) means making a living
donation to strangers.
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States and 3 other countries at the moment the questionnaire was submitted
(spring 2016).1%°

e In 14 Member States the Action Plan has influenced national policy on living
donation programmes.

e 16 Member States stated that EU-supported activities assisted the promotion of
living donation programmes following best practices.

100 Reference date: The questionnaire was sent in April 2016. The date of response by

countries varies.
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Examples of the impact of the Action Plan (according to specific countries) with
regard to Priority Action 3'°*

“It was inspiring, living donation was expanded to extended family donors and
friends. And a programme for cross-over donation was developed (between 2
pairs).” (FR)

“There is a proposal before the Finnish parliament to change the law allowing e.g.
friends as donors.”(FI)

“Establishment of the national living donor registry.” (HU)

“During the last few years, the rate of living donor kidney transplantation has
increased significantly.” (LV)

Priority Action 4: Improve the knowledge and communication skills of health
professionals and patient support groups about organ transplantation.

“It has been proven that there is an important positive correlation between having
discussed the issue of donation within the family and the willingness to actually donate
organs. As public awareness and public opinion play a very important role in
increasing organ donation rates, continuing education should form an essential part of
all Member States’ communication strategies on the issue.”%?

Many countries put efforts into increasing public awareness, which is a very positive
result. While these activities are to be tailored to local needs and sensitivities,
exchange of campaign/ communication experiences between countries could be
useful.

27 Member States and 4 other participating countries made efforts to increase public
awareness, including: establishment of communication guidelines; improving
knowledge and skills of health professionals; improving the knowledge and skills of
patient support groups; and organising periodic meetings with journalists.

e Communication guidelines for informing the public about organ donation and
transplantation are present in 17 Member States and 3 other participating
countries (cf. 13 in 2012).

e 27 Member States and 5 other participating countries make efforts to improve
the knowledge and skills of health professionals (cf. 22 countries in 2012).

e 18 Member States and 3 other participating countries make efforts to improve
the knowledge and skills of patient support groups (cf. 21 countries in 2012).

e 14 Member States and 1 other participating country organise periodic meetings
with journalists (cf. 10 countries in 2012).

e 11 Member States indicated that the Action Plan has influenced their national
policy on public awareness of organ donation.

e In 16 Member States, EU-supported activities have assisted the promotion of
public awareness of organ donation.

101
102

Input from the National Competent Authorities submitted to NIVEL survey.
Communication from the Commission: Action Plan on Organ Donation and
Transplantation (2009-2015): Strengthened Cooperation between Member States

(COM(2008) 819/3).
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Examples of the impact of the Action Plan (according to specific countries) with
regard to Priority Action 4%

“First: the Action Plan presents very clearly how important public awareness is and
that we should work on the issue. The previously mentioned fact was very
motivating for designing new projects and preparing studies, surveys to get more
results and new knowledge.

Secondly: based on on-going work, we realise that the communication and public
awareness may be improved when it is combined with knowledge of social
marketing. We have therefore invited professionals from social science to cooperate
with us in research.” (SI)

“In 2015-2016, the Ministry of Health launched a national campaign (TV
commercials, events, opinion polls) called “Yes for life” which promotes deceased
donor organ donation. In recent years, a living related kidney donation public
campaign was and is being conducted.” (PL)

Priority Action 5: Facilitate the identification of organ donors across Europe
and cross-border donation in Europe.

“People’s mobility also underlines the need to facilitate the identification of organ
donors across Europe and cross-border donation in Europe (Priority Action 5).”1%

This Priority Action has been taken up to a lesser extent by the countries.

10 Member States and 1 other participating country provided easily accessible
information to the general public about their legal position as a possible donor in other
countries across the EU.

e Residents with a foreign nationality who die in the country can be donors in 27
Member States and 3 other participating countries (cf. 22 countries in 2012).
25 Member States and 4 other participating countries indicated that non-
residents who die in that country can be donors (cf. 22 countries in 2012).

e lllegal persons who die in the country can be donors in 11 Member States and
1 other country (cf. 12 countries in 2012).

e In 3 Member States the Action Plan influenced national policy on cross border
donation; in 5 Member States and 1 other participating country EU-supported
activities contributed to the identification of cross border donors.

Examples of the impact of the Action Plan (according to specific countries) with
regard to Priority Action 5

“Criteria for international organ exchange and for transplants in foreign patients
have been revised and clarified.” (EE)

“We are full member of International foundation Eurotransplant and therefore we
are obligate to exchange the organs in the frame of this organization. The
exception is only when procured organ is not allocated in the area of ET and we
think that is good to use it. The system of allocation is published on the web, in the
interviews, in the manual of Slovenija transplant Organ donation etc.”(Sl)

103 Input from the National Competent Authorities submitted to NIVEL survey.

104 Communication from the Commission: Action Plan on Organ Donation and
Transplantation (2009-2015): Strengthened Cooperation between Member States
(COM(2008) 819/3).

195 Input from the National Competent Authorities submitted to NIVEL survey.
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Priority Action 6: Enhancing the organisational models of organ donation and
transplantation in the EU Member States.

“Initiatives focused on identifying the most efficient systems, sharing experience and
promoting best practices in accordance with local characteristics are promoted by the
Action Plan. The Action Plan calls on Member States to enhance the efficiency of
transplant systems (Priority Action 6). To this end, they will develop their own sets of
National Priority Actions in 2009. The Action Plan further encourages Member States to
promote the twinning of projects’® and peer review programmes, which should be
part of a voluntary, mutual learning process. An example of a twinning project’®’ is
one in the Czech Republic that has been twinned with a project in Italy. The project
was about developing a system for accreditation and audit of donation and
transplantation activities, based on the Italian model.”*®

Priority Action 6 has been taken up to a lesser extent by the countries. However, real
implementation also means changing the national organisational model, which implies
a significant and long-term change.

Importantly, European support tools such as twinning or structural funds'®® have been
instrumental to implementing this Priority Action.

In 2016, 18 Member States and 3 other participating countries indicated that they
have been involved in twinning projects or peer reviews (cf. 16 countries in 2012). 13
countries indicated they had a learning role and 10 countries had a teaching role in
the twinning projects.

e 7 Member States and 1 other participating country made use of structural
funds and/or other community instruments''® for the purpose of developing
transplantation systems (cf. 4 countries in 2012).

e In 10 Member States and 1 other participating country there are
transplantation centres or hospitals participating in networks of centres of
reference (cf. 7 countries in in 2012).

e In 9 Member States the Action Plan influenced the organisational model of the
donation and transplantation system.

e In 14 Member States the EU-supported activities enhanced the organisational
model of donation and transplantation.

198 «“T\winning is the coming together of two communities seeking, in this way, to take

action with a European perspective and with the aim of facing their problems and
developing between themselves closer and closer ties of friendship”.

Twinning took place during the ACCORD joint action.

Communication from the Commission: Action Plan on Organ Donation and
Transplantation (2009-2015): Strengthened Cooperation between Member States
(COM(2008) 819/3).

Structural and Cohesions funds are funds intended to facilitate structural
adjustment of specific sectors, regions, or combinations of both (not specifically —
but can be — dedicated to health systems).

Projects funded by other programmes from the European Union such as the EU
Health Programmes, the Framework Research Programmes (FP6, FP7, Horizon
2020), or Pre-Accession Aids for Candidate Countries (TAEIX credits, support from
EU Delegations).

107
108

109

110
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Examples of the impact of the Action Plan (according to specific countries) with
regard to Priority Action 6'**

“After a long-lasting twinning programme for lung transplants, Hungary started the
national lung transplant programme in close collaboration with Vienna.” (HU)

“Development of a transplant coordinators’ network. More efficient cooperation
between transplant donor coordinators and intensive care units. Living kidney
donation awareness programme conducted for nephrologists, dialysis station staff
and patients, as well as for the general public. Further development of national
registries (waiting lists, transplant coordination, living donor registry, transplant
follow-up registry).” (PL)

“All hospitals with intensive care or similar facilities were defined as ‘Potential
Donor Hospitals’ and therefore, according to the legislation, were obliged to give
feedback regarding the capacity and availability to became a Donor Hospital; the
role of the Hospital Donor Coordinator, who must be a medical doctor, was set up
by law in all Donor Hospitals.” (PT)

Priority Action 7: Promote EU-wide agreements on aspects of transplantation
medicine.

“The Action Plan strongly supports EU-wide agreements on various aspects of
transplant medicine (Priority Action 7). A cooperation method is the ideal context for
discussing issues of mutual concern and coming up with common and shared solutions
and monitoring mechanisms.”**?

This Priority Action has been taken up by many countries.

However, it should be noted that the scope of all the agreements varies significantly.
While agreements have been concluded by most countries on exchanging organs,
more agreements could be concluded on training/certification of professionals, data
collection or research.

28 Member States and 5 other participating countries indicated they have agreements
with other countries on at least one aspect of the seven described below.

e 13 Member States indicated that they have agreements''® with other countries
(including European Organ Exchanges Organisations, European Professional
Societies or Registers had been established) on at least four aspects:

- exchanging organs (27 Member States, 2 other participating countries);

- treating each other’s patients (16 Member States, 1 other country);

- helping the development of new transplantation programmes (11

Member States, 1 other participating country);
- training/certifying healthcare professionals (surgeons, coordinators) (14
Member States, 2 other countries);

11 Input from the National Competent Authorities submitted to NIVEL survey.

12 Communication from the Commission: Action Plan on Organ Donation and
Transplantation (2009-2015): Strengthened Cooperation between Member States
(COM(2008) 819/3).

13 Also see Annex to of the Staff Working Document on the mid-term review of the
"Action Plan on Organ Donation and Transplantation (2009-2015): Strengthened
Cooperation between Member States": http://ec.europa.eu/health/

blood_tissues_organs/docs/midtermreview_actionplan_organ_en.pdf
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- collecting data with/for countries (ELTR (European Liver Transplant
Register), ERA-EDTA (European Renal Association / European Dialysis
and Transplant Association, etc.) (15 Member States, 1 other country);

- research activities (9 Member States, no other countries);

- other aspects of transplant medicine (4 Member States, no other
countries).

e In 10 Member States the Action Plan influenced the development of EU-wide
agreements.

e In 11 Member States EU-supported activities contributed to the development of
EU-wide agreements.

Examples of the impact of the Action Plan (according to specific countries) with
regard to Priority Action 74

“The impact of international agreements has been great for Estonia: donor organ
usage has increased, thereby giving us wider experience in donor organ evaluation
and donor management and it has been a good opportunity to improve coordination
and logistics; our professionals have had possibilities to improve knowledge and
practical skills in various centres; we have had direct support for starting
laparoscopic donor nephrectomies; we have had support for launching national lung
and pancreas transplant programmes; heart transplantations are available for
Estonian patients in cooperation with Helsinki and heart-lung transplantations in
cooperation with Vienna.” (EE)

“In 2012, Italy, France and Spain started the South Alliance for Transplant
cooperation agreement.” (IT)

“The wide agreements will be helpful for special groups of patients, e.g.
hypersensitised patients and urgent patients. There are problems treating such
patients in a country with a relatively small donor pool.” (SK)

Priority Action 8: Facilitate the interchange of organs between national
authorities

“If there is no exchange of organs between Member States, then recipients who need
an uncommon match will have very low prospects of finding an organ, while at the
same time donors will not be considered because there are no compatible recipients
on the waiting lists. This is of particular relevance in "difficult-to-treat"” patients
(paediatric, urgent or hypersensitised patients who require very specific matching)
and for small Member States in general. There are, however, significant differences
between the number of organs exchanged across borders between Member States
that have set up bodies and rules for the international exchange of organs, such as
Eurotransplant, Scandiatransplant and SAT, and the other Member States. Without
such comprehensive exchange agreements, Member States exchange far fewer
organs, but the rate could potentially increase if there are bilateral agreements in
place.”**®

Many countries have set up collaborations with other countries, allowing for the
exchange of organs.

14 Input from the National Competent Authorities submitted to NIVEL survey.

15 Communication from the Commission: Action Plan on Organ Donation and
Transplantation (2009-2015): Strengthened Cooperation between Member States
(COM(2008) 819/3).
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The majority of the countries (27 Member States and 3 other countries) are part of
fixed multilateral (22) and/or bilateral (16) collaborations with other countries. This
number has increased since 2012 (cf. 23 countries in 2012: 12 multilateral and 11
bilateral agreements). The agreements concern the following organs:
- Liver: 22 Member States and 2 other countries (cf. 24 countries in
2012);
- Kidney: 20 Member States and 2 other countries (cf. 18 countries in
2012);
- Heart: 22 Member States and 1 other country (cf. 17 countries in
2012);
- Lung: 24 Member States and 2 other countries (cf. 21 countries in
2012);
- Other (pancreas, small bowel): 13 Member States and 2 other countries
(cf. 14 countries in 2012);
- Other: 1 Member State and no other countries (cf. 1 country in 2012).

e In 8 Member States the Action Plan influenced national policy on the
interchange of organs between countries.

e In 11 Member States EU activities helped the interchange of organs between
countries.

e 23 Member States and 2 other countries used an organ exchange platform
developed in the FOEDUS joint action allowing for allocation bodies to offer
surplus organs that are difficult to match to recipients resident in another
country that therefore would otherwise not be used.

Examples of the impact of the Action Plan (according to specific countries) with
regard to Priority Action 8°

“This interexchange is important for our country because currently in our country no
transplants are performed of lungs, heart-lungs, the pancreas and small bowel. This
means there is an opportunity for patients with severe diseases who are in need of
organ transplant to be treated on time.” (BG)

“The action plan created better conditions for organ exchange between member
countries and this will be helpful for our patients. It depends on agreements between
SK and other countries.” (SK)

Priority Action 9: Evaluation of post-transplant results.

“The Action Plan sets out to complement this legal framework by compiling
information in the form of registers facilitating the evaluation of post-transplant results
(Priority Action 9), which will in turn help to develop good medical practices in organ
donation and transplantation. Evaluating post-transplant results through common
definitions of terms and methodology, as suggested in the Action Plan, could help to
promote EU-wide registers, if necessary, in compliance with the existing European
legal framework on the protection of personal data consisting in particular of the Data
Protection Directive 95/46/EC, or create a methodology for comparing the results of
existing post-transplant follow-up registers of organ recipients.”*’

Many countries have taken up this Priority Action, but efforts have to be made in
particular to improve the evaluation of post-transplant results.

18 Input from the National Competent Authorities submitted to NIVEL survey.
117 Communication from the Commission: Action Plan on Organ Donation and
Transplantation (2009-2015): Strengthened Cooperation between Member States

(COM(2008) 819/3).
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25 Member States and 4 other countries indicated that they evaluate post-transplant
results of organ recipients at a national/regional (8 at regional) level and results are
systematically collected in a national database/register. This number has increased
(cf. 22 in 2012).

e 14 Member States and 2 other countries indicated that the evaluation of post-
transplant results backed by a monitoring system. 11 countries participated in
the EU-funded project EFRETOS, which set up a basis for creating a Europe-
wide register.

e A number of countries indicated donor organs are accepted from:

- donors with diabetes mellitus (27 Member States and 4 other countries,
cf. 22 in 2012);

- donors with hypertension (27 Member States and 5 other countries, cf.
25in 2012);

- donors with renal insufficiency (20 Member States and 4 other
countries, cf. 21 in 2012);

- donors with infectious diseases such as hepatitis (18 Member States and
3 other countries, cf. 16 in 2012);

- Donors aged over 60 (28 Member States and 5 other countries, cf. 29 in
2012);

- donors with HIV (4 Member States and 1 other country, cf. 5 in 2012).

e In 4 Member States, the Action Plan influenced national policy on the
evaluation of post-transplant results.

e In 4 Member States, EU-supported activities made a contribution to the
evaluation of post-transplant results.

Examples of the impact of the Action Plan (according to specific countries) with
regard to Priority Action 98

“Further development of transplant registries, living donors registry data is ready
for the implementation of the European registry of registries.”(PL)

“The experience in EFRETOS (and previously in DOPKI) has helped us to further
develop our non-standard risk donor project, based on the prospective assessment
of the outcomes of patients transplanted with organs from donors diagnosed of
potentially transmissible diseases or conditions likely to impact upon the quality of
the transplanted organ — donors with a past or present history of malignancy,
infectious diseases, poisoning, rare diseases, and other conditions.” (ES)

“We have revised our national criteria for donor organ quality and safety. We have
begun to use more of expanded criteria donors.” (EE)

Priority Action 10: Promote a common accreditation system for organ
donation/procurement and transplantation programmes.

“The Action Plan also seeks to develop a methodology that could support the EU legal
framework in order for Member States to accredit programmes on organ donation,
procurement and transplantation. This could help, in the long run, to build a common

118 Examples of the impact of the Action Plan (according to specific countries) with

regard to Priority Action 9.
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accreditation system for organ donation/procurement and transplantation programmes
(Priority Action 10) at the EU level and provide backing for centres of excellence.”**?

The implementation of this Priority Action was relatively moderate.

18 Member States and 3 other countries checked or audited procurement
organisations and transplantation centres on a regular basis.

e 12 Member States and 3 other countries promote accreditation systems.

e In 7 Member States, the Action Plan influenced national policy on the
promotion of accreditation systems.

e In 10 Member States, EU-supported activities helped promote accreditation
systems.

Examples of the impact of the Action Plan (according to specific countries) with
regard to Priority Action 10*%°

“The EU Action Plan led to the EU Directive which required a Quality and Safety
Framework. This has been implemented in lIreland and requires that all staff
involved in the process is appropriately trained.” (IE)

“In general the need for accreditation has been promoted by EU Action Plan.”(NL)

“We have started cooperation with KST, Czech Republic in international auditing of
transplant centres according to the methodology of ACCORD project.” (SK)

Box 1: An example of activities undertaken in Finland in the context of the Action Plan

Key activities:

1) Finland changed from informed consent to presumed consent in 2010 (a
provision on presumed consent was included in the Tissues Act 2010);

2) Success in maintaining positive attitude towards donation in the general
population — positive media;

3) Implementation of EU Directive (2010/53/EU) together with Action Plan
prompted the Ministry of Social Affairs and Health to appoint an expert group
to develop a proposal for a National Action Plan on organ donation and
transplantation;

4) Priority Action 1 on donor coordinators in the hospitals: National action plan
includes requirement that a donor coordination team should be established in
every donor hospital (Action 1). Hospitals may decide on the composition of
team (at least a donor coordinator and a physician responsible for organ
donation);

Donor coordination teams audit organ donation activities and analyse the data
of the deceased donation in the hospital at regular intervals to improve the
identification of potential donors. The key target is to assess the possibility of
organ donation in the case of each critical patient with neurological illness;

5) Priority Action 2 on quality improvement programmes: The Ministry of Social

19 Communication from the Commission: Action Plan on Organ Donation and
Transplantation (2009-2015): Strengthened Cooperation between Member States
(COM(2008) 819/3).

120 1nput from the National Competent Authorities submitted to NIVEL survey.
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Affairs and Health and the transplantation centre (only one centre in Finland)
have, since 2013, organised national training events for all procurement
hospitals, inviting all coordination teams. The target of the event is to expand
their knowledge of organ donation, to share experiences and to give
information on how to audit organ donation activities in the hospitals and
survey the attitudes of the personnel;

6) The Ministry of Social Affairs and Health has appointed a national steering
group for organ donation composed of physicians responsible for organ
donation and donor coordinators at the university hospitals as well as
representatives from the transplantation centre;

7) The Finnish Medicines Agency (Fimea) was nominated as the CA for carrying
out the inspections of the transplantation centre and procurement hospitals as
well as assessing the implementation of the national action plan.

Conclusions

Overall, the majority of Priority Actions have been taken up by the EU Member States
to a large extent. In particular, it is worthwhile mentioning Priority Action 1 (transplant
donor coordinators), Priority Action 2 (quality improvement programmes), Priority
Action 3 (directed living donation programmes), Priority Action 4 (public awareness
building) and Priority Action 8 (organ exchange), which have been taken up by most
Member States. There were few Priority Actions for which uptake was relatively
limited, in particular Priority Action 5, 6 and 10.

Importantly, many countries report that the EU Action Plan did have an impact on
their national policies, especially when setting the national agenda and implementing
activities under the first three Priority Actions (on transplant donor coordinators,
activities to improve quality and directed living donation). Some countries mention
that the activities covered by Priority Actions had already been launched before the
Action Plan was adopted.

Many countries reported being supported by EU(-funded) activities, especially helping
them with the set-up of transplant donor coordinators (PA1l), directed living donation
(PA3), public awareness (PA4) and twinning (PA6). These results suggest that Priority
Actions relating to concrete actions in the field are most likely to be influenced by the
Action Plan and EU-funded Actions.
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Table 3.2 gives an overview of the national uptake of the Priority Actions (figures are
given for all countries that participated in the FACTOR-study and the EU Member
States only), and the influence of the Action Plan and the EU-funded activities.

Priority action*®*  |[Number of Number of Number of
countries stating |countries stating |countries stating
they implemented that the Action that EU-funded

Plan influenced activities
national policy supported their

(number country on this
countries/only EU |countries/ only EU [Priority Action
Member States) Member States) (number of

countries/only EU
Member States

1: Transplant donor 33/28 15/15 16/15
coordinators

2: Quality 31/27 16/15 10/10
Improvement

Programmes

3: Living donation 32/27 14/14 16/16
4: Public awareness 31/27 11/11 16/16
5: Identification of 11/10 3/3 6/5
cross border donors

6: Organisational 21/18 9/9 14/14
models

7: EU-wide 33/28 10/10 11/11
agreements

8: Cross-border 30/27 8/8 11/11
exchange

9: Evaluating post- 29/25 4/4 4/4
transplant results

10: Accreditation of 21/18 /7 10/10
procurement

organisations and
transplantation

centres
Table 3.2: Influence of the Action plan on national policies and support by EU funded activities

Priority Action 5 (cross-border donor identification) and Priority Action 10 (common
accreditation systems) dealing with quality assurance aspects are more complex, and
have been taken up to a lesser extent by the countries. If those Priority Actions are to
be developed further, some clarifications will be needed in the future to assist
countries in advancing the implementation.

Overall, those Priority Actions and underlying sub-actions of the Action Plan that had
clear objectives had been implemented to a larger extent than Priority Actions with a
more complex, less clearly defined nature. The later therefore might require further
clarification, EU-level support and guidance for effective implementation.

121 Based on one key variable of the questionnaire filled out by competent authorities.
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4 EU-FUNDED ACTIVITIES RELATED TO THE ACTION PLAN

This chapter provides a detailed overview of EU-funded projects and their
contributions to the goals of the Action Plan. For each Priority Action, the activities
directly managed by the Commission are described. Subsequently, activities of other
organisations that relate specifically to the Priority Actions are described. Projects and
activities of organisations that relate indirectly to the Action Plan are described in
Annex 3. The conclusions describe where gains can still be made and where the gaps
are. This chapter will focus on the second half of the Action Plan period, as earlier
results can be found in the ACTOR study report. Firstly, we give an overview of the
types of EU-funded initiatives in chronological order and the EU-funded initiatives
(Table 4.1), followed by an overview of their contribution to the Priority Actions (Table
4.2). Finally, Table Al (in Annex 3) provides an overview of the involvement of
countries in EU-funded projects.

The Commission implements the EU Health Programme mainly through financing five
types of activities: projects (after calls for proposals), conferences, Joint Actions,
tenders and operating grants (as well as a direct grant to the Council of Europe for
activities in “substances of human origin”: blood, tissues and cells, organ
transplantation). All activities that are related to the Action Plan and therefore related
to this study are shown in Table 4.1.

Action

Alliance-O (European Group for

Coordination of Research Programmes

on Organ Donation and

Transplantation) (2004-2007)

DOPKI (Improving the Knowledge and x*

Practice of Organ Donation) (2006-

2009)

ETPOD (European Training Programme X
on Organ Donation)

EULID (Euro Living Donor) (2007- X

2010)

EDD (European Donation Day) X

(yearly)

ELPAT platform (Ethical, Legal and X

Psychosocial Aspects of organ
Transplantation) (conferences funded

in 2010 and 2013)

EFRETOS (European Framework for X
the Evaluation of Organ Transplants)
(2009-2011)

ELIPSY (Euro Living Donor X
Psychosocial Follow Up) (2009-

2012/3)

COORENOR (COORdinating a X

European initiative among National
organisations for ORgan
transplantation) (2009-2012)
EULOD (Living Organ Donation in X*
Europe) (2010-2012)
ODEQUS (Organ Donation European x
Quality System) (2010-2013)
European Training Course in X
Transplant Donor Coordination (“Train
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Action

the trainers”)

MODE (Mutual Organ Donation and X
transplantation Exchanges: Improving

and developing cadaveric organ

donation and transplantation

programmes) (2011-2012)

ACCORD (Achieving Comprehensive X
Coordination in ORgan Donation

throughout the European Union)

(2012-2015)

ACTOR (Study on the setup of organ X
donation and transplantation in the EU

Member States, uptake and impact of

the Action Plan on Organ Donation

and Transplantation (2009-2015)

The ONE study (2010-2015) X*
BI1O-DrIM (2012-2017) X*
EUROSTAM (2012-2017) X*

COPE (2013-2017) X
STELLAR (2012-2017) X*

FOEDUS (Facilitating Exchange of X
Organs Donated in EU MS) (2013-

2016)

Also (regularly renewed): Direct Grant

to the Council of Europe for activities

in blood transfusion, tissues & cells,

and organ transplantation

HOTT project: Trafficking in Human X*
Beings for the Purpose of Organ

Removal (2012-2016)

Seminar on lllegal & Fraudulent X

activities involving Organs, TC, Paris,

April 2013

LIDOBS Conference, November 2014 X

A study on the uptake and impact of X

the Action Plan on Organ Donation

and Transplantation (2009-2015) in

the EU Member States. Final Review.

(FACTOR) (2016-2017)

The Effect of Differing Kidney Disease X
Treatment Modalities and Organ

Donation and Transplantation

Practices on Health Expenditure and

Patient Outcomes. (2016)

EUDONORGAN (Platform for increasingx

organ donation in the European Union

and neighbouring countries) (2016)

For direct links to various project websites, see
http://ec.europa.eu/health/blood_tissues organs/docs/ev_20121009_contact points.
pdf

For project databases of public and other health programmes, see
http://ec.europa.eu/eahc/projects/database.htmi

For research programmes, see http://cordis.europa.eu/search

* Funded by DG RTD
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Table 4.1: Types of EU-funded and cofunded initiatives related to organ donation transplantation in
chronological order

To be able to report on the impact of these activities, we assessed each activity using
the following types of possible impact that the projects can have:

1. Knowledge acquisition: activities that give insights into the current state of
affairs

2. Development of tools: activities with the aim of developing instruments,
guidelines, toolkits, recommendations etc.

3. Exchange of knowledge: activities with the aim of (actively) exchanging
knowledge and best practices (courses, training schemes, congresses etc.)

4. Change: activities that intervene in or change actual practice

This classification into four different types of activities indicates the nature of the
contribution to a Priority Action. It is important to note that this description does not
entail an evaluation of the individual projects. Their contribution to the Priority Actions
is described based on information from the project documentation that was publicly
available or made available for the purpose of the present study by Chafea
(Consumers, Health and Food Executive Agency)'?®,*?*, In case of recently started (or
future) projects, this description is solely based on the stated project goals (or work
plans of the Health Programme stating objectives set for Joint Actions). For other
projects, progress reports, final reports and — if available — project evaluations are
used.

Priority Actions

1 2 3 4 5 6 7 8 9 10
1. Knowledge X X X X X X X X X X
acquisition
2. Development of Xx X X X X - X X X
tools
3. Exchange of X X X X X X - X X X
knowledge
4. Change X* X* X X X*
No. of projects dedicated 4 5 7 6 5 7 5 3 6 4
No. of countries involved 27 27 24 19 24 28 10 24 14 20
No. of countries stating 16 10 16 16 6 14 11 11 4 10

that EU-supported

actions helped their

national policy

Table 4.2 Activities of projects supported by Chafea involving organ donation, classified into different types

* represents progress since the ACTOR study (2012/2013)
- Means not applicaple, no sign means the specific activity was not achieved

Projects that could be linked to the aims as stated in the Priority Actions are mostly
aimed at acquiring knowledge, tool development, and the exchange of knowledge and
best practices by providing training programmes and organising congresses. Since the
ACTOR study in 2012, we found an increase in activities directed at actual change.
Such activities were new for three Priority Actions (1, 4 and 9).

123 EAHC changed its name to the "Consumers, Health and Food Executive Agency
(Chafea)" on 01/01/2014
Same mandate as before (not a "new" agency); Chafea is the legal successor of
EAHC.

124 Also see the brochure: http://ec.europa.eu/chafea/documents/health/leaflet/

transplantation-transfusion.pdf
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Table 4.2 also shows the number of projects dedicated to each Priority Action, the
number of countries involved, and the number of countries that reported that the
Action Plan had influenced their national policy on each Priority Action. The correlation
between the experienced support and the number of participating countries is
somewhat higher (0.37) than the correlation between the number of projects and the
support experienced (0.19), suggesting that the number of projects (to a lesser
extent) and the number of countries involved in activities (to a larger extent) are
related to receiving more support. For Priority Actions 1, 3 and 6 for instance, the
number of countries involved in EU-funded projects was higher, as was the number of
countries reporting that the Action Plan had influenced their national policy.
Additionally, for the Priority Actions where actual change has been achieved, more
countries seem to be involved. A table presenting the involvement in projects for each
single country has been included in Annex 3.

Details are discussed below for each Priority Action for the achievements since 2012.
Achievements that were made before 2012 can be found in the ACTOR-report. At the
end of each Priority Action, a box is presented that includes all the projects that were
involved in the Priority Action, all countries that played a part in those projects, the
reported contribution of the EU-funded activities according to the various countries,
and some examples of the reported contribution.

Priority Action 1: Promote the role of transplant donor coordinators in every
hospital where there is potential for organ donation. Design indicators to
monitor this action.

EU-funded projects

Three EU-funded projects are directly related to Priority Action 1: ‘Train The
Trainers’, ODEQUS and ACCORD. Until 2012, the project activities related to
Priority Action 1 mainly consisted of knowledge acquisition, the development of tools,
and the exchange of knowledge.

The ‘Train the trainers’ course was meant for experienced transplant donor
coordinators at hospital, regional and national level. The ultimate goal is that these
coordinators selected by their CAs obtain additional tools and are therefore
"consolidated” as (or become) trainers in charge of the professional training for other
coordinators in the Member States (Dominguez-Gil et al., 2012; European Transplant
Coordinators, 2012).

The main objective of the ODEQUS was to identify the best organisational models and
give recommendations to improve donation rates, by providing quality criteria and
quality indicators to use at hospital level (and tested in the participating hospitals)
(ODEQUS, 2009).

After 2012, the ACCORD Joint Action'® (funded under the Health Programme) was
the main contributor to this Priority Action. ACCORD started in 2012 and ran until
2015. Objectives of the ACCORD Joint Action were to facilitate the cooperation
between intensive care professionals and donor transplant donor coordinators to
improve deceased donation. 15 Member States participated in WP5 of ACCORD, with a
minimum of two hospitals per Member State; 66 hospitals participated in total
(Norman, 2014). Participating hospitals participated in an assessment of end-of-life
care practices relevant to organ donation in their countries (ACCORD, 2012). A Rapid
Improvement Toolkit Recommendation was also developed and implemented.
The Toolkit can be used as a basis for rapid improvement to promote collaboration
between donor transplant donor coordinators and others. It provides key steps in
understanding the barriers that seem to exist to improvement and their possible

125 http://www.accord-ja.eu/
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causes, stakeholder analysis, service improvement models, linking frontline changes
to strategic objectives, implementation and durability, and the importance of
teamwork (ACCORD, 2015a). Furthermore, workshops in several countries were
organised to disseminate and provide assistance for working with the toolkit
(ORGANIZACION NACIONAL DE TRASPLANTES SPAIN, 2015). The results of the whole
project were also passed on via presentations at several meetings in various countries
including a meeting organised by EDTCO in September 2015, The final
dissemination conference of ACCORD was held in June 2015.

This project demonstrated that collection of good data — at a local level — can identify
possible areas for improvement and that implementation of a standard change
improvement methodology could be effective (again, at a local level). These activities
within ACCORD, and specifically this work package, are classified as type 2 actions:
the development of tools.

Activities directly managed by the Commission

The working group on deceased donation, the first working group that was set up,
directly contributed to this Priority Action. This working group produced a manual on
how to set up a system for transplant donor coordination, with several national
examples (Le Borgne, 2012a).

Secondly, a TAIEX workshop was organised in 2013. It aimed to facilitate
specialised educational training in all steps of the deceased donation process,
specifically focusing on implementation of a deceased donation programme at the
hospital level, with an emphasis on early detection and identification of potential
donors and brain death diagnosis. The multi-country workshop aimed to bring
together healthcare professionals (i.e. ICU doctors, neurologists, hospital transplant
donor coordinators) from Albania, Bosnia and Herzegovina, Bulgaria, Croatia, Israel,
the Former Yugoslav Republic of Macedonia, Moldova, Montenegro, Romania and
Serbia for education in proactive organ donor detection systems in donor hospitals.*?’

Efforts of other organisations

With regard to this Priority Action, the Council of Europe renewed the guide to the
safety and quality assurance for the transplantation of organs, tissues and cells. The
guide provides exhaustive guidelines for physicians and transplant donor coordinators
with a useful overview of the most recent progress in the field, to ensure a high level
of quality and safety standards for donor detection and selection, procurement,
preservation, allocation, distribution and transplantation of organs, tissues and cells. It
helps harmonise these activities among European countries, facilitating uniform
standards and practices. The guide will be continuously updated. It is addressed at the
47 CoE member states. Participating countries were Argentina, Belgium, France,
Germany, Italy, Netherlands, Norway, Portugal, Spain, Turkey, and the United States
(Lopez-Fraga, 2013).

With regard to Priority Action 1, EDTCO (European Donation and Transplantion
Coordination Organization) developed a European Union of Medical Specialists
(UEMS) certification for transplant coordination. This contributes to sub-action 4 of
Priority Action 1 of the Action Plan.

The Board of Transplant Coordination (BTC) has been created within the Division
of Transplantation of the UEMS. The BTC operates in close collaboration with EDTCO
and is a non-profit entity. The main objective of the BTC is to guarantee the best
standard of care in organ and tissue donation and transplant coordination in Europe by
establishing homologous standards of practice and ensuring that training in donation
and transplant coordination is maintained at the highest level by accrediting and

126 http://esot2015.esot.org/edtco-organ-donation-meeting
127 https://webgate.ec.europa.eu/TMSWebRestrict/resources/js/app/tmsweb/library/

detail/50267 retrieved on 31 March 2017.
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examining transplant donor coordinators on their knowledge and practice. In total,
111 coordinators from 15 European countries were certified in 2015 (Sandor Mihaly,
2015; Teixeira et al., 2014). These endeavours are classified as type 4 activities,
because sub-action 4 (accreditation schemes for transplant donor coordinators) is now
effectively implemented.

Projects contributing to Priority Action 1:
e Train the trainers
e ODEQUS
e ACCORD

Countries that participated in projects that supported Priority Action 1:

Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Estonia, France,
Germany, Greece, Hungary, Ireland, Italy, Latvia, Lithuania, Malta, Norway,
Poland, Portugal, Slovenia, Slovakia, Spain, Sweden, Netherlands, Romania,
Turkey, United Kingdom.

15 EU Member States and 1 other country indicated that EU-funded activities
helped promote the role of transplant donor coordinators in their country (BG, DE,
EE, ES, FR, EL, HU, IE, IT, LV, LI, PL, PT, SK, SI, TR)

Examples of contribution of EU-funded activities in countries:*?®

“In 2010 the ‘Transplant coordinator’s Manual’ was published in Slovakian. The
manual was elaborated by medical professionals and was financially supported by
the Ministry of Health in the Slovak Republic (CA).” (SK)

“Estonia actively participated in the ETPOD*?° programme and it gave good input
for training courses and seminars at the national and local level.” (EE)

“ETPOD programme trainings in donor hospitals continued, 18 courses in 2015
alone with 1950 persons trained” (PL)

128 Examples have been taken from open answer options in the survey sent to
Competent Authorities.

129 The ETPOD (European Training Program on Organ Donation) project was an early
project that ended in 2009, and focused on promoting the role of the Transplant
Donor Coordinator.
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Priority action 2: Promote Quality Improvement Programmes in every
hospital where there is potential for organ donation.

EU-funded projects
Four EU-funded projects can be directly related to Priority Action 2: ACCORD,
COORENOR, MODE and ODEQUS.

Until 2012, the activities of the projects related to Priority Action 2 consisted of
knowledge acquisition, development of tools, and exchange of knowledge. COORENOR
contributed to Priority Action 2, since one of its objectives was to make an overview of
existing quality assurance programmes in EU Member States. Legal aspects,
organisational aspects (i.e. an overview of medical centres accredited to organ
donation, healthcare professional training and existing quality assurance programmes)
and critical steps related to procedures of deceased donation were analysed (Costa,
2012). MODE’s main objective was the exchange of best practices in the field of organ
donation and transplantation by organising bilateral contacts between Member States
(MODE, 2011).

Since 2012, the largest EU-funded contributor to Priority Action 2 is the ODEQUS
project. The ODEQUS project (Organ Donation European Quality System) was funded
under the Health Programme and lasted from 2010 to 2013. Hospitals and authorities
from 11 European countries participated in ODEQUS as associated partners. Five
countries participated as collaborating partners (M. Manyalich, Guasch, Gomez, Paez,
& Teixeira, 2013). One main objective of the project was to identify the best
organisational models and make recommendations for improving donation rates, by
providing quality criteria and quality indicators to use at the hospital level. So far, the
project has identified 130 Quality Criteria and developed 30 Quality Indicators
(structure, process and outcomes). Those indicators have been tested in 12 European
hospitals by means of internal and external evaluations. Achieving similar results in
different evaluations demonstrates that the Quality Indicators created are effective in
measuring the hospitals’ quality performance in organ donation.**°

Furthermore, a training manual for applying the indicators in hospitals and an audit
guide for evaluating the organ donation process in hospitals were developed
(ODEQUS, 2013a, 2013b). The results were disseminated through conferences (Marti
Manyalich, Guasch, & Gémez, 2013). The results of ODEQUS also help Member States
implement Directive 2010/53/EU with regard to Article 4, the framework for quality
and safety, “Member States shall ensure that a framework for quality and safety is
established to cover all stages of the chain from donation to transplantation or
disposal” and articles 17 and 18, “ensure that procurement organisations and
transplantation centres are checked or audited on a regular basis to ascertain
compliance with the requirements of this Directive; grant, suspend, or withdraw, as
appropriate, the authorisations of procurement organisations or transplantation
centres”. The endeavours of the ODEQUS-project can be classified as type 1, 2 and 3
actions. The results are a first step towards a uniform Quality Improvement
Programme (ODEQUS, 2009).*3!

Also the ACCORD Joint Action contributed to Priority Action 2 after 2012.

If different models of end-of-life care exist across Europe, there may be potential to
adapt such models in ways that are compatible with optimum care of the patient
whilst also maintaining the possibility of eventual donation — and to make clinical
decisions that do not rule out possible donation. The aim of WP-5 of ACCORD was to
describe the usual end-of-life care pathways applied to patients who die as a result of
a devastating brain injury in Europe, and to explore their impact on the potential for
donation, and on the realization of the deceased donation process. The data clearly

130 http://www.odequs.eu/index.html, retrieved on 1-6-2016.

131 http://www.odequs.eu/index.html, Retrieved on 21-08-2012.
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demonstrate variations, in particular in the possible use of donation after cardiac
death (DCD). Furthermore, recommendations for improvement and toolkit
methodology were developed, with systemic improvements in end-of-life care
pathways to promote organ donation. Hospital staff who are trying to improve
performance in complex systems such as deceased organ donation may find it helpful
to turn to tools that allow specific barriers for improvement to be identified and
interventions to be designed and tested against them. The effective rapid
improvement toolkit supports modifications in end-of-life management that maintain
the possibility of donation, adapted to each identified end-of-life care model (ACCORD,
2015). These activities within ACCORD, and specifically this work package, are
classified as type 2 actions: the development of tools.

Projects contributing to Priority Action 2:
ACCORD

COORENOR

ODEQUS

MODE

Countries that participated in projects that supported Priority Action 2:

Austria, Bulgaria, Croatia, Cyprus, Czech Republic, Estonia, Germany, Greece,
Hungary, France, Hungary, lItaly, Ireland, Latvia, Lithuania, Malta, Norway, the
Netherlands, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden,
Turkey, United Kingdom.

10 EU Member States indicated that the EU-funded activities helped promote
Quality Improvement Programmes in their country (HR, FR, DE, IE, IT, PL, PT, SlI,
ES, UK).

Examples of contribution of EU-funded activities in countries:**?
“Participation in ODEQUS [...] helped us to develop an auditing system for the
donation process, which is on-going.” (PT)

“The ACCORD project has provided ONT with new tools to evaluate the potential of
donation outside of the ICU, identify areas for improvement in the DBD process
inclusive of phases that relate to end-of-life care decisions made by the treating
physician or team, estimate the potential of controlled DCD and evaluate
performance in the controlled DCD process. In addition, ONT was provided with
tools for the application of the PDSA methodology to deceased donation and with
the training to transfer the knowledge to the network of donor hospitals. These
tools were piloted in Spain (ant other 14 EU Member States) during the life-time of
the project.” (ES)

132 Examples have been taken from open answer options in the survey sent to

Competent Authorities.
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Priority Action 3: Exchange of best practices on living donation programmes
among EU Member States: supporting registers of living donors.

EU-funded projects

A total of nine projects are related to this Priority Action: EULID, ELIPSY, EULOD,
COORENOR, ACCORD, and the LIDOBS and ELPAT conferences. In addition, two
new pilot projects related to this Priority Action started in 2016.

Until 2012, the project activities related to Priority Action 3 mainly consisted of
knowledge acquisition, development of tools, and exchange of knowledge.

The EULID project, which finished in 2009, has analysed and compared ethical,
cultural and legal aspects of living donation (EULID, 2007). Another project regarding
living donation is ELIPSY which ran from 2009 until 2012 (ELIPSY, 2008) and built
upon the results of EULID, also as many participants took part in both projects. The
ELIPSY project has designed living donor follow-up tools and methodologies as well as
a recipient follow-up methodology (ELIPSY, 2011).

EULOD (2010-2012) especially focused on new EU Member States. A description of
living donation practices was provided by EULOD, since the project’s aim was to
establish an inventory and to promote the exchange of best practices and
organisational models for living donation in Europe together with its ethical, legal and
psychosocial aspects.*®?

One part of COORENOR also aimed to develop a common strategy on living donation
procedures, based on an analysis of existing procedures in the participating countries
(COORENOR, 2010).

From 2012, EU-funded activities that made a contribution to Priority Action 3 were
ACCORD, the LIDOBS and ELPAT conferences, and two new pilot projects** that
started in 2016 (“The Effect of Differing Kidney Disease Treatment Modalities and
Organ Donation and Transplantation Practices on Health Expenditure and Patient
Outcomes (EDITH)” and “Platform for increasing organ donation in the European Union
and neighbouring countries: EUDONORGAN 2015-2016").

The objective of WP4 of the ACCORD project is “to improve MS information systems
on live organ donation through the provision of recommendations on the design and
management of structured living donor registries and through establishing a model for
supranational data sharing”. Part of the ACCORD WP4 was to test the
recommendations that were developed during the project by performing a pilot phase
of the living donor register. Nine countries (Spain, United Kingdom, Croatia, Lithuania,
Latvia, Netherlands, Poland, Portugal and Slovakia) participated in the pilot, including
a total of 2909 donors in the pilot register (ACCORD, 2015c).

The most important conclusions were that the pilot register is a suitable way of
collecting living donor follow-up information. Some technical problems were found.
Recommendations were made for wider implementation. For instance, a common
dataset and data definitions are essential for an international register, enabling
national and international data analysis (ACCORD, 2015c). This pilot is the first step
towards collecting data about living donation on an international basis, and can be
classified as type 2 and 3 actions.

133 http://www.eulod.org/?section=WorkingPackages&item=13, Retrieved on 21-08-
2012.

134 Although these new pilot projects started after the period of the EU Action Plan, we
considered them still worth describing as they are linked to the Priority Actions of

the Action Plan.
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Another contribution to Priority Action 3 was the International Conference on Living
Donation, the LIDOBS conference held on 6-7 November 2014 in Barcelona. During
the conference, the results from EU-financed programmes on living donation were
disseminated. Furthermore, a common follow-up model for living donors was
elaborated and offered to all the centres applying living donation programmes. The
final aim of LIDOBS was to achieve recommendations for high-quality programmes
formulated under a consensus widely agreed that will benefit high-quality practices in
living donation and transplantation (LIDOBS, 2014). The LIDOBS conference also
resulted in a consortium agreement. Currently, 28 professionals from 20 institutions
situated in 13 countries have signed the consortium agreement (LIDOBS, 2015).

Lastly, the ELPAT conference was organised in 2013 for the third time. This joint
event between ELPAT, ESOT and The Transplantation Society (TTS), co-funded by the
Commission, was visited by 360 delegates from 52 countries including psychologists,
ethicists, ethnologists, physicians, philosophers, lawyers and policy makers. Topics
included organ tourism and organ trafficking, living liver donors, psychological care,
establishment of transplant programmes, anonymity and donation, children as donors,
and religious and cultural aspects of organ donation.

The conferences benefit type 3 actions: the exchange of knowledge.

A new pilot project, started in 2016, has the title “The Effect of Differing Kidney
Disease Treatment Modalities and Organ Donation and Transplantation
Practices on Health Expenditure and Patient Outcomes (EDITH).”

This pilot project will compare (from microeconomic and macroeconomic perspectives)
the various treatment procedures for chronic kidney diseases (CKD) in EU Member
States and associated countries, by investigating the factors that influence the
treatment choice (by patient or doctor) and the impact of that choice on healthcare
budgets. In addition, the project will examine obstacles to improving kidney donation
and transplantation rates (deceased donation and living donation being considered). It
will answer the question of why there is such an enormous variability in practice in the
overall management of CKD and access to transplants in Europe, and how these
practices could be aligned in order to ensure equal and better patient access to all
treatment procedures and quality of care while reducing costs. The first overall project
goal, to be implemented via one work package, is to provide an overview of the
various treatment procedures and the factors that influence the selection of those
modalities in Member States and associated countries, with a view to aligning end-
stage kidney disease treatments and improving the availability of transplantation
across Member States, while at the same time reducing healthcare costs and
improving the quality of care, patient survival and quality of life. This WP should build
upon the results of previous and on-going EU-funded projects (EULID, ELIPSY, WP4
within the Joint Action ACCORD, POSAT, COPE, DIREKT, Kidney Injury, Technology,
OLDIAS and SCOPE) and also take account of professional associations (e.g. ESOT,
kidney-oriented associations) and tools and networks already available such as in the
ERA-EDTA registries (Le Borgne, 2016b; European Commission, 2015a). This second
overall objective will be implemented via two work packages, one being dedicated to
the follow-up of living kidney donors, the other focusing on the follow-up of transplant
kidney patients. These two work packages will help ensure the quality and safety
required by EU legislation in the field, and hence the protection of donors and
patients, and they will also be beneficial for the transplant community as a whole, as
lessons from such registers will allow better indications to be proposed for (future)
patients on transplant waiting lists (European Commission, 2015a).

Endeavours directly managed by the Commission

The EU generally promotes Priority Action 3 through the coordination mechanism with
international organisations and through funding of the Council of Europe. The Council

78



Study on the uptake and impact of the EU Action Plan on Organ Donation and
Transplantation (2009-2015) in the EU Member States

of Europe together with ONT (Spain) monitors the number of living donors through the
Transplant Newsletter.

The Commission also coordinated a working group on living donation. The
objectives of this group were first discussed with the competent authorities in 2011
and the first face-to-face meeting took place in February 2012. The objective of the
working group on living donation was to provide a manual/toolbox on the experiences
of Member States with living donation (Working Group on Living Donation, 2014). The
manual contains information about legal aspects, ethical principles, donor evaluation,
selection and protection, donor registration, psychological aspects, financial and
economic aspects of living donation programmes and optimising living donations
(European Commission, 2012b). The toolbox is available at the website of the
Commission.*® The following countries participated in the working group: Belgium,
France, Germany, Hungary, Italy, the Netherlands, Norway, Poland, Slovenia, Spain,
Sweden, the United Kingdom and Eurotransplant (Working Group on Living Donation,
2014).

Regarding both deceased and living donation, EU legislation (Directive 2010/53/EU)
requires donation to be voluntary and unpaid. The legislation also makes it mandatory
for Member States to build a register of living donors (Article 15). This means that the
EC now has possibilities through a legal mandate and a coordination mechanism for
this Priority Action. The monitoring of the implementation of living donor registers by
Member States is planned in the transposition check of the Directive 2010/53/EU
(2013). If Member States have not fully implemented Article 15 of the Directive,
measures will be taken to accompany them, as is already the case with the work
package on living donation registers under the joint action ACCORD, which can build
upon results from the EULID and ELIPSY projects. If there is no improvement, an
infringement procedure can be put in place. As the national, ethical and legal
frameworks for living donation will continue to differ from one EU country to another,
efforts should be maintained to get to know about the different systems and share
best practices. The Commission is carrying out a transposition check, in which an
implementation survey is submitted to Member States. This survey checks whether
the provisions of Directive 2010/53/EU are transposed into the national laws of the
countries. The survey focuses on five subjects: General, Competent Authorities,
Procurement, Traceability & Reporting, and Donor Selection (McGeehan, 2016).

Endeavours of other organisations

Aspects related to organ trafficking were mainly dealt with at the level of the Council
of Europe. In June 2011, a joint meeting between the Commission, the Council of
Europe and Chafea was organised to avoid duplication of efforts. DG SANCO followed
up at the Commission level with the continuous integration of the concept of
“trafficking for the purpose of removal of organs” into the new EU strategy and
legislation about trafficking in human beings (Directive 2011/36/EU, for which the
deadline for transposition was 6 April 2013)*%¢, led by DG Home Affairs, as well as in
projects funded by this DG, such as the HOTT project. DG SANCO provided
information for the competent authorities, who could propose experts in Tissues, Cells
and Organ trafficking for the Third EU Group of Experts on trafficking in Human
Beings. The subject of organ trafficking is also related to Priority Action 7.

135 http://ec.europa.eu/health//sites/health/files/blood_tissues_organs/
docs/ eutoolbox_living_kidney donation_en.pdf
138 http://eur-lex.europa.eu/LexUriServ/

LexUriServ.do?uri=0J:L:2011:101:0001:0011:EN:PDF
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The recently adopted Council of Europe Resolution on the same topic (read more
under Priority Action 7) explicitty mentions ACCORD deliverables as reference
documents™®’ and thus confirms and expands the recognition of their value to non-EU
Member States as well (European Commission, 2016). The Council of Europe is also
reflecting on additional resolutions or texts on ethical aspects of living donation and in
particular on safeguarding and protecting living donors.

Projects contributing to Priority Action 3:
e EULID
ELIPSY
EULOD
COORENOR
ACCORD
LIDOBS CONFERENCES
ELPAT CONFERENCES
New EDITH pilot project: “The Effect of Differing Kidney Disease Treatment
Modalities and Organ Donation and Transplantation Practices on Health
Expenditure and Patient Outcomes.”

Countries that participated in projects that supported Priority Action 3:

Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Estonia, France, Germany,
Hungary, lIreland, Italy, Latvia, Lithuania, Norway, Poland, Portugal, Romania,
Slovakia, Slovenia, Spain, Sweden, the Netherlands, Turkey, United Kingdom.

16 EU Member States indicated that the EU-funded activities helped promote of
living donation programmes following best practices in their country (BG, CZ, DE,
EE, ES, FR, HR, HU, IT, LV, LT, MT, PL, PT, SK, NL).

Examples of contribution of EU-funded activities in countries**®:

“The dataset and data dictionary for living donor registries agreed upon in the
ACCORD project have inspired changes in our registry. Our national policy has been
influenced by other best practices exchanged in living donation through projects
such as EULID, ELIPSY, LIDOBS and the Working Group on living donation.” (EE)

Priority Action 4: Improve the knowledge and communication skills of health
professionals and patient support groups about organ transplantation.

EU-funded projects

Three projects can be linked to this Priority Action: EDD, FOEDUS and the new pilot
project EUDONORGAN. Until 2012, the activities of the projects related to Priority
Action 4 consisted of knowledge acquisition, development of tools, and exchange of
knowledge. “European Organ Donation Days”, are hosted every year in a different
country since 2008.

137 Resolution CM/Res(2015)11 on establishing harmonised national living donor
registers with a view to facilitating international data sharing and its Explanatory
Memorandum - see more at https://www.edgm.eu/sites/default/files/
resolution_on_establishing_harmonised_national_living_donor_registries_with_a_v
iew_to_facilitating_international_data_sharing_2015 11.pdf
https://www.edgm.eu/en/organ-transplantation-recommendations-resolutions-
74.html

Examples have been taken from open answer options in the survey sent to
Competent Authorities.

138
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An important contributor to Priority Action 4 is the joint action FOEDUS. FOEDUS ran
from 2013 until 2016 and focused mainly on cross-border exchanges in organ
transplantation, but also had a work package, led by Slovenia and Germany, that
focused on public awareness. 22 European countries and one international
organisation participated (FOEDUS SOHO TEAM, 2011).

The second important aim, linked to the first, is the development of a tested
methodology for informing the general public about organ donation in general and
international exchanges in particular, teaching experts to avoid wrong communication
attitudes. A manual on how to communicate efficiently about organ donation and
cross-border exchange was developed as well as a methodology for measuring the
effectiveness of the campaigns that will help optimise initiatives to increase public
awareness. Expected outcomes include the adoption of a common communication
strategy to raise awareness of organ donation and international cross-border
exchanges. But most of all, this is an opportunity to agree common general rules that
would set up a transparent framework, helping prevent illicit practices in a very
sensitive field. In addition, FOEDUS is expected to improve communication with
specialised media (FOEDUS, 2016a)**°. The results of the joint action have been
widely spread, including via Wikipedia and YouTube (Mihaly, 2015). These results are
type 1, 2 and 3 activities.

The new pilot project EUDONORGAN is also an important contributor to Priority
Action 4. The course that will be provided focuses in particular on increasing social
awareness. The course will include components on communication, quality
improvement methodologies, donor identification, “approaching the family” (in the
case of deceased donation) or approaching possible donors such as living donors,
cooperation with patients’ support groups and other elements for increasing social
awareness — also within healthcare establishments — and for improving the use of
donated organs.

The pilot project will focus on training and social awareness to encourage public
reflection on organ and tissue donation. It will include training for health professionals
(for example transplant donor coordinators, psychologists involved in the donation
process), activists, networks and professionals (for example patient support groups,
journalists, communications departments of healthcare establishments or
national/regional authorities). They will be trained in how to best identify donors (PA
1), how to best organise donation activities (taking account of national specifics) and
how to pass on the main positive aspects of donation within the hospitals and the rest
of society (PA 6). The training course will encompass results from EU-funded projects
that included training and improvement methodologies, e.g. the European Training
Course in Transplant Donor Coordination, ETPOD, ODEQUS, and the ACCORD Joint
Action.

The second phase will involve the organisation of several communication events (e.g.
awareness or information days, journalists’ workshops) (Le Borgne, 2016a; European
Commission, 2015b).

Lastly, European Organ Donation Day is held each year. The main purpose of the
project EDD was preparation of a theoretical basis for the organisation of an EDD (a
model and guidelines). A final result of the project was a Toolkit for Event Organisers
guidebook, which is in use for preparation of EDD celebration still today.
Slovenija-Transplant was the initiator and the main partner of the project: Developing
Guidelines for the Organisation of a European Donation Day (EDD 2011a).

Endeavours directly managed by the Commission
The EC organised journalists’ workshops centrally to make journalists aware of
their key role in this issue, of the complexity of the issue and of the added value of

139 http://www.foedus-ja.eu/about-foedus
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working at the EU level, and generally indirectly to increase public awareness at least
by creating a positive culture around organ donation. The organisation of journalists’
workshops is in line with the objective of the Action Plan to increase public awareness
of organ donation and Priority Action 4 and its sub-actions.

Journalists’ workshops were organised by DG SANCO in the context of the campaign
‘Europe for patients’, a communication campaign for informing the general public
about EU healthcare policies and actions. Health experts, media and EU personnel
exchange best practices about effective and ineffective strategies to improve public
awareness (DG Health and Consumer (SANCO) - Organ Donation and Transplantation,
2010). The workshops were held in 2012 and 2013.

Specific objectives of the workshops are increasing journalists' awareness of the
various aspects and complexity of organ donation and transplantation; the importance
of the media's role; the need to improve the level of information to the public about
these topics; the possible consequences of adverse publicity; the added value of
working at the EU level on these topics; and generating media coverage and
multiplying the key messages.

The journalists’ workshops have positive effects. Journalists are largely satisfied with
the whole workshop and most of them publish articles afterwards. The
Commission/speakers' messages are being well taken up in the articles published.
Over time, coverage is increasing in terms of total numbers and countries covered.
However, improvements can still be made. As a result of the journalists’ workshops in
2012, 16 articles have been published and three TV spots or reports were broadcast
(Le Borgne, 2013).

The TAIEX workshop described under Priority Action 1 also contributes to Priority
Action 4, because it focuses on training healthcare professionals.

Projects contributing to Priority Action 4:
e EDD
e FOEDUS
e EUDONORGAN

Countries that participated in projects that supported Priority Action 4:

Belgium, Bulgaria, Croatia, Czech Republic, Estonia, France, Germany, Greece,
Hungary, Italy, Malta, Lithuania, Poland, Portugal, Romania, Slovakia, Slovenia,
Spain, United Kingdom.

16 EU Member States indicated that the EU-funded activities helped promote public
awareness in their country (BE, BG, HR, CY, EE, EL, DE, HU, IE, IT, LT, PL, PT, SI,
ES, UK).

Examples of contribution of EU-funded activities in countries'*°:

“One of the WP leaders resulting in the development of a communication handbook
in the FOEDUS project was the German organ procurement organisation (DSO).
The Bundeszentrale fur gesundheitliche Aufklarung closely collaborated with the
DSO.” (DE)

“It all begins and end with the publics. So it is of utmost importance to
communicate with the public in order to create a positive attitude toward organ
donation. EU projects such as the European Donor day, FOEDUS and journalists’
workshops are helpful materials that provide guidelines how to communicate with

140 Examples have been taken from open answer options in the survey sent to

Competent Authorities.
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the public.” (HR)

Priority Action 5: Facilitate the identification of organ donors across Europe
and cross-border donation in Europe.

EU-funded projects

While this Priority Action was less developed, there were five projects that contributed
directly or indirectly to information on citizens’ rights concerning organ donation:
EULID, EULOD, ELPAT, COORENOR and FOEDUS.

Until 2012, the project activities related to Priority Action 5 consisted mainly of
knowledge acquisition and the exchange of this knowledge. A comparative analysis of
national transplant laws/regulations regarding living organ donation was provided by
the EULOD project. With the help of legal experts across Europe, including experts
from ELPAT, transplant laws from all European countries were collected. The project
report describes these laws and reconsiders all legal requirements for living organ
donation in different European countries. In addition, it emphasises the donor-
recipient relationship and procedural safeguards (Weimar & Ambagtsheer, 2012; Lopp,
2012). The main objective of the EULID project was to analyse the European situation
regarding legal, ethical, protection and registration practices concerning living organ
donation. The activities of these two projects provide insight into current practices
concerning citizen’s rights. Furthermore, the ELPAT congresses also covered legal
aspects of organ donation and transplantations (ELPAT, 2011).

A continuation and development on the basis of the mapping of legal aspects in
COORENOR is the Joint Action FOEDUS.

FOEDUS that started in 2013 is assigned to Priority Action 5.

Within the FOEDUS workpackages on communication, specific attention was given on
messages around international exchanges'*'. This contributes to dissemination of
information and knowledge on citizen’s rights with regard to (cross border) organ
donation.

Part of the FOEDUS-activities overlap with the activities that contribute to Priority
Action 8. The activities that include those of the Commission will therefore be
described under Priority Action 8.

Projects contributing to Priority Action 5:

e EULID

e EULOD

e ELPAT

e COORENOR
e FOEDUS

Countries that participated in projects that supported Priority Action 5:

Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Estonia, Germany, France,
Hungary, Iceland, Italy, Latvia, Lithuania, Malta, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain, Sweden, the Netherlands, United Kingdom.

5 EU Member States and one third country indicated that the EU-funded activities
contributed to the identification of cross-border donors in their country (BG, EE, FR,

11 http://www.foedus-ja.eu/about-foedus/project-organization
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EL, PL, CH).

Examples of contribution of EU-funded activities in countries:'*?
“Poland took part in COORENOR organ exchange and now in FOEDUS organ
exchange through web-based applications. In 2015, 6 pairs of lungs donated in
Poland were transplanted in Austria, Germany and France.”(PL)

Priority Action 6: Enhancing the organisational models of organ donation and
transplantation in the EU Member States.

EU-funded projects

Tackling a core issue within the Action Plan (“organisational models™), Priority Action 6
is broadly formulated, with four sub-actions, which is why various projects can be
related to this action: in particular COORENOR, ODEQUS, MODE and ACCORD (as
well as Alliance-O, ETPOD, Train the trainers, DOPKI) already explained under
Priority Actions 1 and 2, as well as TAIEX grants awarded to candidate countries for
twinning activities™*® in organ donation & transplantation).

Until 2012, the project activities related to Priority Action 6 consisted of knowledge
acquisition, development of tools, exchange of knowledge and implementation. The
focus of one work package of COORENOR lied on the analysis of existing transplant
programmes. This part of the project builded on the outcomes of the Alliance-O
project (Costa, 2012a). The main objective of the ODEQUS project was to identify the
best organisational models and practices for deceased donation, living donation and
transplantation and to provide recommendations and tools for the implementation of
transplant donor coordination and Quality Improvement Programmes. More specific
objectives were to train health care professionals in the creation and implementation
of quality criteria and indicators, to identify standards of best practices and to define
quality criteria and indicators and to finally implement, and therefore test, these
indicators in selected hospitals (ODEQUS, 2009), to make them available for the whole
transplant community afterwards. This project started in 2010 and finsihed in 2013.

The MODE project also contributed to Priority Action 6, since its main objective was
the exchange of best practices in the field of organ donation and transplantation
through twinning projects. The main topics on which the project focused were existing
donation and transplantation laws and how they influence transplant activities,
procedures for brain death diagnosis and quality programs for donation, approaches to
the traceability from donation to transplantation, distribution of essential structures,
organisational networks and quality programmes for transplantation (MODE, 2011).

More older projects are Alliance-O, ETPOD, and DOPKI. The objectives of the Alliance-
O project were to identify, compare and coordinate all efforts of countries concerning
organ donation and transplantation, their methodologies (aims, organisation,
evaluation, funding, benchmarking) and their results (ALLIANCE-O, 2007). One early
project which promoted the role of the Transplant Donor Coordinator is the ETPOD
project (European Training Program on Organ Donation), and still is a "multiplicator"
within and outside of the European Union (ETPOD, 2006). The project ended in 2009,
and was set up to develop and provide training programmes on various subjects,
aimed at health professionals and transplant donor coordinators in European

142 Examples have been taken from open answer options in the survey sent to
Competent Authorities.

143 «“Twinning is the coming together of two communities seeking, in this way, to take
action with a European perspective and with the aim of facing their problems and

developing between themselves closer and closer ties of friendship”.
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countries. The project also included a ‘Train the trainers’ programme, aimed at
training key donation personnel as multipliers of the training actions, providing them
with the skKills required to replicate other training programmes (ETPOD, 2009).

The DOPKI*** project (Improving the Knowledge and Practices in Organ Donation)
lasted from January 2006 until March 2009. It was coordinated by the (future)
Spanish "Competent authority” ONT and funded through the Research Framework
programme. DOPKI aimed to improve knowledge and to develop applicable actions
that help to improve organ donation rates. Specific objectives were to design and
validate statistic methods to explore relations between mortality rates, social and
demographic data, health systems and donation and transplantation rates (DOPKI,
2007).

Since 2012, the contributors to this Priority Action were ACCORD plus a new pilot
project started in 2016. As part of ACCORD, twinning activities were defined as a
direct support from Member State to another by means of practical collaboration. Such
twinning concepts were developed as a complement to actions usually provided by EU
projects or joint actions that are rather more theoretical than practical, and that do
not target a specific Member State for transferring operational expertise (on-site
implementation). Twinning activities in ACCORD were anticipated to promote
expertise, knowledge or practical tools developed by one Member State in another
Member State. Depending on the Member State, different aspects of the Organ
Donation and Transplant system can be reinforced through cooperation, as long as
these are in line with the Member State’s national Action Plan and/or the Directive.
CNT (Centro Nazionale Trapianti, the Italian Competent Authority) has developed a
challenging multiple twinning project. This provided concrete promotion of several
harmonised practices and processes among the supported Member States. The Guide
on Essentials for developing Authorisation and Audit systems of Transplant Centres
can also be easily adapted to every National Health system within the EU. It therefore
has the potential to be widely distributed and adopted by other Member States, and so
could be the e-learning training programme for auditors. Experience gained by the
multiple partnerships is useful for detecting specific aspects that would allow the
common system to run within a diverse environment of legislation, specificities and
needs.

Overall, twinning activities of ACCORD showed directly measurable results and led to
valuable transfers of knowledge and expertise between Italy, the Netherlands,
Hungary, Malta, Cyprus, Lithuania, the Czech Republic, France and Spain. Twinning
activities also helped strengthen the network at the Competent Authority level and to
facilitating collaborations (ACCORD, 2015d).

In Hungary, an optional training scheme is now available within the continuous
education programme for medical doctors (FONT-SALA, 2014). France already started
to train surgeons about abdominal organ retrieval on this platform. Some other
countries showed interest as well. This means that tools developed by one Member
State can meet the needs of others.

On top of reporting results of twinning, twinners also generated a Guidelines for
Twinning activities with a specific focus on organ donation and transplantation,
building upon the experience gained through twinning activities by pairs and by larger
groups. This guide is aiming to facilitate new twinning initiatives once the ACCORD
joint action is completed (ACCORD, 2015b).

144" http://cordis.europa.eu/search/index.cfm?fuseaction=proj.document&PJ_RCN=
8324583
http://www.ist-world.org/ProjectDetails.aspx?Projectld=
6f283c82639e4619a8a289d126b2f448&-SourceDatabaseld=7cff9226e582440894
200b751bab883f, Retrieved on 21-08-2012
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Thanks to the twinners’ commitment and volunteered participation as the testers, this
multi-country project was a success. As the National Transplant Bureau twinner from
Lithuania stated, audits are now positively considered by professionals on-site as
opportunities for changes and improvements (ACCORD, 2015d). Twinning therefore
seems to be a fruitful approach. The results of ACCORD are classified as type 4
actions, because changes are achieved in several countries.

Endeavours directly managed by the Commission

The TAIEX workshop described under Priority Action 1 also makes a contribution to
Priority Action 6, because it focuses on the organisational models within hospitals.
With regard to sub-action 6.4, the Commission is planning to support Member States
in the development of European Reference Networks (ERNs) to link existing highly
specialised healthcare providers across the European Union (EU). ERNs aim to tackle
complex or rare diseases and conditions that require highly specialized treatment and
a concentration of knowledge and resoureces. for rare desaases. TransplantChild is
an ERN for Paediatric Transplantation both Solid Organ Transplantation (SOT) and
Hematopoietic Stem Cell Transplantation (HSCT) which are low-prevalence and
complex conditions that requires highly specialized expertise and resources.'**

Projects contributing to Priority Action 6:
e COORENOR
e ODEQUS
e MODE
e ACCORD

Countries that participated in projects that supported Priority Action 6:

Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Estonia, Finland,
France, Germany, Greece, Hungary, Ireland, Italy, Latvia, Lithuania, Malta, Poland,
Portugal, Romania, Slovenia, Slovakia, Spain, Sweden, Switzerland, Netherlands,
Turkey, United Kingdom.

14 EU Member States indicated that the EU-funded activities helped enhance the
organisational model of the donation and transplantation system in their country
(BG, CZ, DK, EE, FR, EL, HU, IE, IT, LT, MT, PL, PT, UK).

Examples of contribution of EU-funded activities in countries'*°:

“DOPKI (Improvement of Knowledge and Practices in Organ Donation) based
procedures (monitoring at hospitals with a potential for DBD donation) are being
introduced in donor hospitals. At the national level, transplant coordinators
activities are being reported through the web net tool (koordynator.net) and
analysed.” (PL)

“The Danish Centre for Organ Donation has attended the ACCORD Workshop — a
service improvement workshop — and is using the ACCORD Improvement toolkit to
implement best practices for organ donation in Denmark.” (DK)

Priority Action 7: Promote EU-wide agreements on aspects of transplantation
medicine.

145 http://www.transplantchild.com
146 Examples have been taken from open answer options in the survey sent to

Competent Authorities.
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EU-funded projects

For the overall duration of the Action Plan, EU-funded activities of organisations such
as the European Society for Organ Transplantation (ESOT) with her sub sections
as ELPAT and EDTCO, the ELPAT conferences (EU-funded in 2010 and 2013) can be
related to this Priority Action, as well as ESOT's Conferences on Donation after
Circulatory Death (DCD) and initiatives like the EULOD project. Until 2012, the
activities undertaken consisted mainly of cooperation and knowledge exchange
between countries on various topics. . It should certainly be mentioned that those
activities which focused upon the cooperation between countries in the projects in
general and activities such as the organisation of scientific congresses in which new
EU countries, candidates and other East-European Countries were also involved
(ELPAT, ESOT conferences such as on DCD, FOEDUS). In February 2013, the last
ESOT's conference on DCD took place in Paris and was co-funded by the Competent
authorities in charge of organ donation & transplantation from France, the
Netherlands, the United Kingdom and Spain. Furthermore, one of the objectives of the
older project EULOD was linked to Priority Action 7, namely to gain insight in organ
trafficking in Europe. Finally, it should be noted that the Joint Action FOEDUS
contributed to finding a scientific consensus on the organ and donor characterisation
which could lead, in the future, to "EU-wide agreements".

Projects on Organ Trafficking

The HOTT project has been contributing to this Priority Action since 2012, specifically
to sub-action 7.3 on organ trafficking, by creating insights into the practices of
trafficking in persons for the purpose of organ removal. This was the first EU-funded
project against this 'new' and neglected form of human trafficking. This project aimed
to increase knowledge and information, raise awareness about the crime and to
improve its non-legislative response. The project finished at the end of 2015. The
reports were circulated among police forces and other key stakeholders worldwide'*’
(Ambagtsheer & Weimar, 2015).

These activities are classified as type 1 and 3 activities, as knowledge is generated
and disseminated. This could help promote EU-wide agreements on this important
topic.

Projects on Research

Several EU-funded projects in research or public health tackle “aspects of
transplantation medicine” that could lead in the future to “EU-wide agreements”. It
was and is for example the case with

e Alliance-O

as well as with research projects funded under the 7th Framework programme®*®
which started at the end of 2012 or early 2013:

e BIO-DrIM (personalised minimisation of immunosuppression after solid organ
transplantation by biomarker-driven stratification of patients to improve long-
term outcome and health-economic data of transplantation).

e COPE (Consortium on Organ Preservation in Europe — for kidney and liver
transplantation).

e EUROSTAM (a Europe-wide strategy to enhance transplantation of
hypersensitised patients on the basis of acceptable HLA mismatches — for
kidney transplantation).

e STELLAR (stem cell based therapy for kidney repair).

e HepaMAb (human monoclonal antibody therapy to prevent Hepatitis C virus
reinfection of liver transplants: advancing lead monoclonal antibodies into
clinical trial).

147
148

http://hottproject.com/
All the projects are presented in the Cordis database for EU Research projects:

http://cordis.europa.eu/projects/
87



Study on the uptake and impact of the EU Action Plan on Organ Donation and
Transplantation (2009-2015) in the EU Member States

Some of these recent research projects build upon results of previous research
projects such as RISET, Xenome and The ONE study. Their results will
progressively contribute to reaching scientific consensus on many aspects of the
transplantation medicine within Europe.

Endeavours of other organisations

The Council of Europe recently adopted a Convention against Trafficking in
Human Organs (L6pez-Fraga, Dominguez-Gil, Capron et al., 2014; Lépez-Fraga,
Dominguez-Gil, Fehily et al., 2014). This convention is a seminal international legal
instrument that for the first time reaches illicit transplant practices that currently
escape prosecution. By complementing each other, this convention on trafficking of
human organs and the instruments on human trafficking for organ removal provide a
comprehensive legal framework for preventing and combating transplant activities
that violate basic human rights (Nanni Costa, 2014a).

Furthermore, an anti-trafficking day is organised annually by DG Home.

In 2012, a high-level conference in Brussels was organised under the Cyprus
presidency, focusing on the implementation of the EU strategy.

In 2013, a conference was organised in Vilnius with the main theme ‘Internet linked to
trafficking in human beings’.

Lastly, two international organisations wrote reports about organ trafficking:
e The organisation for Security and Cooperation in Europe (OSCE) wrote a report
called 'Trafficking in Human Beings for the purpose of the removal of organs in
the OSCE region, Analysis and Findings, 2013.
e The UN wrote a report by the Special Rapporteur from 1 August 2012 to 31
July 2013, including a thematic analysis of trafficking in human beings (THB)
for the removal of organs (Bogers, 2013).

Projects/organisations contributing to Priority Action 7:

e ESOT

e EULOD

e ELPAT

e HOTT-project

Countries that participated in projects that supported Priority Action 7:
Belgium, Bulgaria, Estonia, France, Germany, Macedonia, the Netherlands, Poland,
Romania, Sweden.

11 EU Member States indicated that the EU-funded activities contributed to the
development of EU-wide agreements in their country (BG, EE, FR, EL, IT, LT, PL,
PT, SK, ES, UK).

Examples of the contribution of EU-funded activities in countries*°:

“Bulgaria, through the BEAT, has been one of the first EU countries to be
participants and users of the COORENOR portal since 2014. We will in addition be
signing an agreement for maintenance of the FOEDUS IT platform for cross-border
organ exchange.”(BG)

“The promoted agreements between countries (e.g. through FOEDUS) for organ
exchange, facilitating research activities and exchange of best practices (e.g.
LIDOBS) and progressively building international consensus on key topics (e.g.
through the meetings of Competent Authorities).” (ES)

149 Examples have been taken from open answer options in the survey sent to

Competent Authorities.
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Priority Action 8: Facilitate the interchange of organs between national
authorities

EU-funded projects

Over the total duration of the Action Plan, two projects were related to Priority Action
8: COORENOR and FOEDUS.

As mentioned before, COORENOR provided an analysis and overview of existing
national legislations on organ exchanges and deceased and living donation. The
project also aimed to set up an IT-portal for cross-border exchanges of organs to
speed up communication on requests and offers of organs. In its design, special
attention is paid to individual national legislations providing conditions for organ
exchange, import and export, financial, organisational, logistical and other related
issues (COORENOR, 2011b). The system includes email notifications and an SMS gate
for national coordinators (Costa, 2012a) The IT-portal was tested during COORENOR
and further developed and expanded within FOEDUS.

The joint action called FOEDUS ran from 2013 and is wholly to Priority Actions 5 and
8. The focus of this action is on facilitating collaboration on organ donation between
national authorities in the EU as prescribed by Art. 3.1.4.2 of the Community Action
Health Programme of 2012. This focus had a twofold approach: 1) supplying the
Member States with concrete theoretical support for organising optimum allocation
and 2) use/transplantation of donated organs through multilateral and bilateral
arrangements between the various transplant systems and analysing all the existing
barriers. This specific field of cooperation is also foreseen in Directive 2010/53/EU and
in the Action Plan 2009-2015 set by the EU Commission. FOEDUS aimed to show
policy makers and the general public how the competent authorities and EOEOs are
trying to handle the problem of unallocated organs. Eurotransplant developed a
questionnaire to identify barriers to international organ exchange and circulated this
among 31 countries (28 EU + 3 non-EU), including the countries being members of
Eurotransplant, Scandiatransplant and SAT. A report on current practices regarding
cross-border organ exchange was written taking account of two major items:

e current practice and obstacles regarding the handling of non-allocable organs

across Europe;
e the existing international agreements regarding cross-border organ exchange
across Europe (Nanni Costa, 2014b).

The basis for reaching this result is the development of an EU-wide common approach
to the issue of organ exchange, along with better knowledge of current barriers and
obstacles (financial, logistic, legal) that are presently hindering this practice. This
would also give the EU Commission the correct input for addressing these issues at
their level, if relevant.'*® Within FOEDUS a template agreement for cross border organ
exchange as well as several recommendations to facilitate this has been developed
under the guidance work package leader Eurotransplant.

Furthermore, increasing the availability of organs is expected to encourage some
Member States to invest resources to develop their own transplant programmes for
achieving self-sufficiency and meet their own patient requirements.

Another aim of FOEDUS is identifying financial pathways for coverage of cross-border
organ exchanges in different EU countries and patient mobility for organ
transplantation. During COORENOR, it has become clear that not all EOEOs are aware
of the financial mechanisms regulating cross-border transplantation in their countries
versus the EU. A clear identification of existing pathways will allow transplant
organisations to tackle this issue at the institutional level and provide solutions.

190 http://www.foedus-ja.eu/about-foedus
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During the Joint Action, common donor forms (organ-specific) to be used for
international cross-border exchanges have been developed. These forms are needed
because of the following existing barriers:

e organ offers sent round in the national language;

e medical information is not always sufficient;

e disparities in units (UM; pg/ml etc.);

e difficulties in getting additional information by phone (language, availability

etc.);

e very little feedback on organ utilisation;

e poor feedback on potential technical problems;

e logistical problems (Nanni Costa, 2014b).
A list of common agreed definitions and selected items that are necessary for donor
evaluation will facilitate the collection and transmission of all the essential information
necessary for organ acceptance in other Member States, hence speeding up
exchanges by avoiding the loss of time consequent to the request of complementary
tests.

Until 2012, the project activities related to Priority Action 8 consisted of knowledge
acquisition, development of tools, and exchange of knowledge. In addition to this,
several activities may have influenced daily practice to a certain degree already.

As mentioned above, FOEDUS builds upon the results of the COORENOR project.
FOEDUS started in 2013 and has developed and implemented an IT portal for the
exchange of organs between countries. The use of an IT portal is expected to bring
about an increase in exchange organs over the short term, as this helps speed up
communication and provides agreed tools to overcome existing barriers affecting
organs that are already available. In the long run, the action will help increase the
number of organs retrieved per donor. In March 2016, 83 users were registered with
the IT portal from Belgium, Bulgaria, Croatia, Cyprus, the Czech Republic, Estonia,
Finland, France, Germany, Greece, Hungary, Italy, Lithuania, Malta, Moldova, the
Netherlands, (Eurotransplant) Norway, (Scandiatransplant) Poland, Portugal, Romania,
Slovakia, Slovenia, Spain, Switzerland and the United Kingdom (Nanni Costa, 2016).
Of those countries, nine are offering organs and seven are requesting organs. Since
the start of the portal, 24 transplants were carried out as a result of exchanges via the
portal (FOEDUS, 2016b). Creating the tools for cross-border organ exchange will bring
the EU one step closer to having a common policy at least for special cases such as
paediatric, urgent and hypersensitised patients (FOEDUS, 2016a).

The activities of FOEDUS are classified as type 4 activities: change.

Endeavours directly managed by the Commission

According to Directive 2010/53/EU (articles 9, 12 and 17), the Commission can ask
Member States to provide information about the transportation of organs and for
instance how they make sure that healthcare staff coming from abroad are suitably
qualified to perform their tasks (Le Borgne, 2015).

Projects contributing to Priority Action 8:
e COORENOR
e FOEDUS

Countries that participated in projects that supported Priority Action 8:
Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Estonia, France, Germany,
Greece, Hungary, Iceland, Italy, Latvia, Lithuania, Malta, Netherlands, Norway,
Poland, Portugal, Slovakia, Slovenia, Spain, Romania, United Kingdom

9 EU Member States indicated that the EU-funded activities helped the interchange
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of organs between countries (BG, CZ, FR, EL, IT, LT, PL, SI, UK)

Examples of contribution of EU-funded activities in countries®*:

“The experience with FOEDUS has facilitated the exchange of organs between
member countries of SAT and other countries.” (ES)

“We’re using the FOEDUS application for organ exchange.” (PL)

Priority Action 9: Evaluation of post-transplant results

EU-funded projects

Three projects focus directly on the evaluation of post-transplant results: EFRETOS,
MODE and a new pilot project with the titled “The Effect of Differing Kidney Disease
Treatment Modalities and Organ Donation and Transplantation Practices on Health
Expenditure and Patient Outcomes (EDITH).” Until 2012, the activities of the projects
related to Priority Action 9 mainly consisted of knowledge acquisition, development of
tools, and exchange of knowledge.

The main project to address post-transplant results was EFRETOS, and it made a
major contribution on this topic. The main objective of EFRETOS was to provide a
detailed specification of the data requirements for a European Registry for the follow-
up of transplanted patients and to describe the appropriate functional framework, a
feasible technical approach and the organizational and legal prerequisites for realizing
a pan-European registry. The ultimate goal of EFRETOS was that all European
countries would feel the need to participate in the registry even though the post-
transplant follow-up was - after discussions between countries — in the end not
formulated as mandatory in Directive 2010/53/EU (EFRETOS, 2008). These activities
are considered type 2 actions, because tools are developed which are preparatory for
the development of an actual registry. Such efforts may need to be continued, also in
the future, preferably with more participating countries.

In addition, the MODE Joint Action also addressed post-transplant results. Onsite
visits were organized for the purpose of exchanging best practices. The stronger
countries organized host visits, and weaker countries got the change to have up to
five exchange visits on different topics. One of the topics the course reported on was
adverse events and reactions (MODE, 2011b). The reporting of adverse events and
reaction was a new topic, but there is growing interest for this activity and its focus on
important aspects of the implementing Directive such as bio vigilance and surveillance
on substances of human origin in Europe. Therefore, specific training on this issue was
developed (di Ciaccio, 2013). The training can be considered as a type 3 activity,
because knowledge is actively exchanged.

The new pilot project on kidney diseases that started in 2016 is making a major
contribution to this Priority Action. One objective of the project is to assist Member
States’ endeavours in putting in place operational tools (registers) to follow up living
donors and transplant patients, based on the experience gained and recommendations
formulated by previous EU-funded projects. This objective will be implemented via two
work packages, one for follow-up of living donors, the other focusing on the follow-up
of transplant patients. These two work packages will help ensure the quality and
safety aspects required by EU legislation in the field, and hence the protection of
donors and patients, but they will also benefit the transplant community as a whole,
as lessons from such registers will enable proposals for better allocation for (future)

151 Examples have been taken from open answer options in the survey sent to

Competent Authorities.
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patients on transplant waiting lists (European Commission, 2015a). It is expected that
some of the Member States participating in the project will be able to use it as a
stepping stone towards successful implementation of EU policies and legislation in
chronic diseases and organ transplantation, in particular Directive 2010/53/EU of the
European Parliament and the Council of 7 July 2010 on standards of quality and safety
of human organs intended for transplantation. Work Package 2 will support the
establishment by EU Member States of registries to follow up living kidney and liver
donors, in line with Article 15 of Directive 2010/53/EU.

Work Package 3 will support the establishment of follow-up registers for transplant
recipients: at least at the national level (supporting national endeavours) and possibly
at the European level if Member States confirm the need to having a common tool
(e.g. in a European meeting of National Competent Authorities in 2015). (European
Commission, 2015a). If the objectives of this project are achieved, the activities could
be classified as type 4 activities.

Endeavours directly managed by the Commission

Several registers developed and kept by transplant professionals and associations —
such as ERA-EDTA? for kidneys or ELTR*®® for livers — also play a key role in these
topics. Several competent authorities collaborate with them and the Commission
encourages such cooperation by inviting them to meetings with all the authorities in
Brussels. This contributes to Priority Action 9.

152 Register of the European Renal Association - European Dialysis and Transplant
Association: http://www.era-edta.org/

153 European Liver Transplant Register: http://www.eltr.org/
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Projects contributing to Priority Action 9:
e EFRETOS
e MODE
e New pilot project: “The Effect of Differing Kidney Disease Treatment
Modalities and Organ Donation and Transplantation Practices on Health
Expenditure and Patient Outcomes (EDITH).”

Countries that participated in projects that supported Priority Action 9:
Czech Republic, Estonia, France, Germany, Greece, Hungary, Italy, Lithuania,
Portugal, Slovakia, Slovenia, Spain, the Netherlands, United Kingdom.

4 EU Member States indicated that the EU-funded activities contributed to the
evaluation of post-transplant results in their country (DE,EL, ES, UK).

Examples of contribution of EU-funded activities in countries®>*:

“The experience in EFRETOS (and previously in DOPKI) has helped us to further
develop our non-standard risk donor project, based on the prospective assessment
of the outcomes of patients transplanted with organs from donors diagnosed with
potentially transmissible diseases or conditions likely to impact upon the quality of
the transplanted organ — donors with a past or present history of malignancy,
infectious diseases, poisoning, rare diseases, and other conditions” (ES)

Priority Action 10: Promote a common accreditation system for organ
donation/procurement and transplantation programmes.

EU-funded projects

The wording of this Priority Action is very open, and it is the only Priority Action where
no sub-action was defined. Four projects, which were described earlier, can be related
more or less directly to Priority Action 10: COORENOR, ODEQUS, ACCORD and
MODE.

Until 2012, the activities for the projects related to Priority Action 10 mainly consisted
of knowledge acquisition, development of tools, and exchange of knowledge.

COORENOR can be related to this Priority Action because the projects provided an
overview of medical centres that are accredited to organ donation (Costa, 2012a).

In the case of ODEQUS, it seems clearer: the main objective of the project was to
define a methodology to assess the performance of organ procurement and organ
transplantation at hospital level by identifying organisational models and best
practices, focussing on the legal framework, accreditation and certification,
organisation, human and material resources, education and research. More specific
objectives were to train health care professionals in the definition and implementation
of quality criteria and indicators, to identify standards of best practices and to define
quality indicators and finally implement these indicators in selected hospitals
(ODEQUS, 2009). In the ACCORD and MODE Joint Actions, twinning activities between
countries were organised. In each project, one of the twinning activities was focused
on the development of an accreditation system (ACCORD, 2012; MODE, 2011c).

Since 2012 there have been no new activities relating to EU-funded projects.

154 Examples have been taken from open answer options in the survey sent to

Competent Authorities.
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Endeavours directly managed by the Commission

Directive 2010/53/EU, adopted in July 2010 after the Action Plan (December
2008), provides a new instrument to monitor accreditation models, linked in many
countries to authorisation schemes: under the Directive, procurement organisation
and transplant centres have to be authorised, and the Commission or any other
Member State can be asked to “provide information on the national requirements for
the authorisation of procurement organisations and transplantation centres” (Article 5
on procurement organisations and Article 9 on transplantation centres) via an
implementation survey. Questions regarding authorisation for procurement
organisations and transplantation centres, controls and audits, and the qualification
and training of healthcare personnel have been asked.

Endeavours made by other organisations together with joint action ACCORD

The Division of Transplantation of the UEMS provides training courses in various
areas: Transplant Surgery, Transplant Coordination, Transplant Immunology and
Transplant Medicine. The e-learning platform for 'Multi-organ donor procurement
surgery' first developed by Leiden University Medical Center and the University Medical
Center Groningen with support of the NTS (Dutch Transplantation Association, and
further developed and distributed by the ACCORD joint action has been formally
accredited by the European Accreditation Council for Continuing Medical Education
(EACCME) of the UEMS. It is now also available for countries other than the
Netherlands and Hungary (de Graauw et al., 2014).

Projects contributing to Priority Action 10:
e COORENOR
e ODEQUS
e MODE
e ACCORD

Countries that participated in projects that supported Priority Action 10:

Austria, Croatia, Cyprus, Czech Republic, Estonia, France, Germany, Greece,
Hungary, Italy, Latvia, Lithuania, Poland, Portugal, Romania, Slovakia, Slovenia,
Spain, Netherlands, United Kingdom.

10 EU Member States indicated that the EU-funded activities helped promote
accreditation systems in their country (BG, HR, CZ, EL, IE, LV, LT, PL, SK, UK).

Examples of contribution of EU-funded activities in countries®®:

“We have started cooperation with KST from the Czech Republic in international
auditing of transplant centres according to the methodology of the ACCORD
project.” (SK)

Concluding remarks

The Action Plan is well embedded and backed by a diverse network of stakeholders at
the national and the EU levels that provide ethical frameworks and legal principles,
projects, actions, expertise and experts.

The EU funding instruments for funding have been used widely, with initiatives ranging
from acquiring the necessary knowledge base to initiatives that focus specifically on

155 Examples have been taken from open answer options in the survey sent to

Competent Authorities.
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knowledge sharing. For several Priority Actions, change was achieved in countries
through the EU-funded projects. For Priority Actions 6 (organisational models) and 8
(organ exchange) change had already been achieved by 2012/2013. For Priority
Actions 1 (transplant donor coordinators), 4 (awareness) and 9 (post-transplant
results), change was mainly achieved during the second half of the Action Plan Period.

On Priority Actions 6 (organisational models) and 8 (exchange of organs), much
progress had already been achieved by the EU-funded projects by 2012 (as the
ACTOR study concluded). While progress was made on Priority Action 6 by a small
number of individual countries, many organisational changes were achieved through
the EU-funded projects, mainly through twinning activities and international exchange
agreements. For instance, several training schemes for medical personnel and tools
were widely disseminated and implemented in various twinning countries. Twinning in
particular seems to be a fruitful approach.

Since 2012, progress has been made in particular on three Priority Actions: 1
(transplant donor coordinators), 4 (awareness) and 9 (evaluation of post-transplant
results).

For Priority Action 1 (transplant donor coordinators), a large step was made by
developing a certification from the European Union of Medical Specialists (UEMS) for
transplant coordination by EDTCO. This helps implement and professionalise the work
of transplant donor coordinators, which has already been proven to increase the
amount of donors in hospitals.

With regard to Priority Action 4, the FOEDUS Joint Action developed a methodology for
informing the general public, and a new pilot project focused on increasing public
awareness, EUDONORGAN, has started in 2016. These are promising developments.

For Priority Action 9 (evaluation of post-transplant results), the activities of the new
pilot project named “The Effect of Differing Kidney Disease Treatment procedures and
Organ Donation and Transplantation Practices on Health Expenditure and Patient
Outcomes” (EDITH pilot project) are on-going but, if they are implemented well, the
work is expected to help come the participating Member States towards successful
implementation of follow-up registries. This would help them implement in particular
to implement art 15 of Directive 2010/53/EU.

Particularly for Priority Action 7 (EU-wide agreements), many activities are continuing
to be organised by a variety of international stakeholders. There are many on-going
initiatives, particularly for organ trafficking. The convention on organ trafficking
recently adopted by the Council of Europe is very relevant for this Priority Action. This
convention on trafficking of human organs and the instruments on human trafficking
for organ removal provide a comprehensive legal framework to prevent and fight
against transplant activities that violate basic human rights.

For Priority Actions 2 (Quality Improvement Programmes), 3 (living donation) and 10
(accreditation schemes), much has been done but more endeavours are needed to
effectively implement the objectives set at the EU level by the Action Plan. For
instance, for Priority Action 2 (Quality Improvement Programmes), the first steps have
been taken by the activities of ODEQUS towards a uniform Quality Improvement
Programme. However, real implementation still requires follow-up. For Priority Action
3 (living donation), a pilot phase of the living donor register was set up by the
ACCORD project. However, some obstacles still have to be dealt with for wider
implementation of such a register at the EU level. At this moment, this receives
further follow up within the new EDITH project, in which one of the work packages
focus on further implementation of such an (inter)national registry.
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For Priority Action 10 (accreditation schemes), the formulation leaves much room for
different interpretations. Priority Actions that are less clearly formulated may also be
implemented less easily by countries.

Participation in projects related to the Action Plan on Organ Donation and
Transplantation has been increasing. Projects that started recently have a larger
number of participating countries than projects that started earlier. When a larger
number of countries are involved in such projects, more positive results are reported.

For the new projects that have started, it would be good that countries with less well-
developed organ donation and transplantation systems and relatively ‘new’ EU
Member States and candidate countries are more involved. Countries differ in how the
process of organ donation is organised and in the issues they have to tackle. These
differences are in some cases rather large: some countries have a tightly monitored
and well-developed system of organ donation (and yet they still face a wide gap
between the demand for donor organs and the supply). In other countries a system
for organ donation is still being set up. The practical problems these countries face are
different and in many cases unique. To maintain the durability of the results of
projects, it is beneficial to have a good balance between countries that have already
participated in numerous projects and countries that are relatively new to it.
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5 CONCLUSIONS AND KEY SUCCESS FACTORS

This chapter summarises the findings with respect to the implementation of the Action
Plan, and consequently identifies and discusses key success factors.

These findings relate to the EU Member States but also include EEA countries (Iceland,
Liechtenstein, Norway and Switzerland) and candidate/associated countries (the
former Yugoslav Republic of Macedonia, Montenegro Serbia, and Turkey). National
competent authorities from 27 countries provided input for this chapter during
interviews. Input from other stakeholders was also used to elicit views on the
strengths and weaknesses of the Action Plan. Topics were discussed in detail with
representatives from national competent authorities and stakeholders at a dedicated
workshop on 21 November 2016. The ideas brought forward during that meeting have
been incorporated in this chapter.

5.1 Conclusions on the implementation of the Action Plan
Challenge 1: Increasing organ availability

In general, donation and transplant rates have been increasing in the EU over the
period of the Action Plan (2009-2015), with a 21% increase of donors and a 17%
increase of transplants. The increase in living donations was larger than the increase
in deceased donations.

We also see an increase in use of older donors, donors after cardiac death and of
extended donor criteria, which all allow for an increased availability in organs.

More and more countries are putting effort into these different practices. Knowledge
can be exchanged and more can be learned from EU Member States and others that
are doing well in these areas, such as Spain, Italy and Norway for extended criteria
donors; Denmark and the Netherlands for living donation; Spain, Denmark, France,
Italy and the UK for pancreas transplants and Spain and the UK for small bowel
transplants (to name just some areas). By putting such practices more explicitly on
the political agenda, the EU can help promote organ transplantation.

The underlying Priority Actions (PA 1-4) of this challenge were taken up well by the
participating countries. Three of these Priority Actions (PAl1, 2 and 3), and the
supporting EU-funded projects, were mentioned most frequently as offering support to
national policies. These 3 PAs are also those that were best defined in the Action Plan
and can be followed-up most easily. For instance, in almost all countries, transplant
donor coordinators have been appointed (PA 1); countries have implemented quality
improvement programmes (PA 2), have directed living donation programmes (PA 3)
and are working on public awareness (PA 4).

A number of countries indicated that the EU-funded activities have had significant
influence on their national policy.

Challenge 2: Enhancing the efficiency and accessibility of transplantation
systems

Initiatives focused on identifying the most efficient systems, sharing experience and
promoting organ exchange. In particular Priority Actions 6 (organisational models) and
8 (organ exchange) have been taken up well.

Several EU-funded projects, in which many European countries participated, have
played a key role factor in addressing this challenge succesfully. A number of countries
indicated that the ACCORD and FOEDUS projects had been particularly helpful.
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Twinning activities were mentioned as having a great impact for Priority Action 6
(organisational models). Also the countries that acted as the “teacher™ in the twinning
activities indicated to have learned from the “student” countries.

For instance, the UK led the ACCORD work on collaborating with intensive care units.
The feedback from other countries was very helpful to them and allowed the UK to
take on board various tools, strategies and manuals developed by other countries.
Another example are the tools developed in the ACCORD Joint Action which have
inspired changes in the (already very advanced) Spanish system for monitoring
performance in deceased donation and have facilitated the application of changes to
the organisation of deceased donation.

An interesting observation regarding the organisational models is the large difference
between countries in number of organs transplanted per transplant centre. This can
raise questions whether there is such a thing as an optimum transplant rate per centre
or whether a minimum level of activity should be set. Of course, there are numerous
good reasons for the variation that are not linked to efficiency (geography, size of
country, number of donors and patients on the waiting list, type and severity of
disease, ...) as well as political factors which are to be taken into account and explored
further.

An important observation is that many countries have concluded agreements to
exchange surplus organs (Priority Action 8), which allows for an optimal use of all
available organs. A key role here is played by European Organ Exchange Organisations
like Eurotransplant, Scandiatransplant and the Southern Alliance for Transplantation
(SAT). Also the development and use of an organ-exchange IT platform within the
FOEDUS Joint Action, facilitating exchange of surplus organs between countries, is
considered important. In addition, countries that have no specific transplant centres
for certain organs have opportunities to make agreements on cross-border
programmes and offer these transplants to their citizens.

Challenge 3: Improving quality and safety

Elements that deal with quality assurance aspects and preconditions for organ
donation have been taken up to a lesser extent within the Action Plan. This also means
that Priority Actions 9 (post-transplant results) and 10 (accreditation of transplant and
procurement centres) have been addressed to a lesser extent through the Action Plan.

Nevertheless the challenge of improving quality and safety has been addressed by
Member States, who had to transpose and implement Directive 2010/53/EU. Several
of the provisions in this Directive directly strengthen safety and quality, like Article 4
which requires a framework for quality and safety covering all the stages from
donation to transplantation.

The main EU-funded initiative was the EFRETOS Joint Action that has developed a
model for a common registry on post-transplant results.

Overall implementation of the Action Plan

Overall, countries report that most aspects of the Action Plan are being taken up at a
national level, especially the Priority Actions with clear objectives.

Several of the elements of the Action Plan were less clearly defined and perceived as
complex regarding their exact implications. Priority Actions that were formulated less
clearly and were therefore taken up less often by the countries were on the
identification of organs across Europe (PA5), involvement in twinnings (PA6), EU-wide
agreements (PA7), the evaluation of post-transplant results on a national basis to
improve transplant practice (PA9) and regular auditing/accreditation of procurement
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organisations and transplantation centres on a regular basis to assess, improve and
align procedures (PA10).

Nevertheless, the Priority Actions that are addressed to a lesser extent by individual
countries were often addressed by the EU-funded projects and Joint Actions in the
second half of the period of the Action Plan. This seems to have helped to achieve the
goals set.

Participation in projects related to the Action Plan on Organ Donation and
Transplantation has been increasing over time. Projects that started recently have a
larger number of participating countries than projects that started at an earlier date. It
seems that the number of countries involved rather than the number of projects is
what is related to positive results.

However, to maintain the durability of the results of projects, it may be beneficial to
have a good balance between countries that have already participated in earlier
projects and countries that are relatively ‘new’. This means that the results of older
projects can also be disseminated, used and maintained by the ‘new’parties.
Furthermore, the results of projects could be made more visible to governments. The
support of government is essential to continue with the results of projects.
Professional societies such as ESOT and EASL could be more involved and help
increase success. The durability of the projects should be guaranteed by those
involved parties.

5.2 Key success factors of the Action Plan

Firstly, the Action Plan helped countries set a shared agenda in organ donation. The
Action Plan helped address problematic issues within a common perspective:

e In the countries with less well-developed systems, political backing for
reorganisation and launching new policies in the field was observed. For
instance, in Romania the Action Plan was very helpful in convincing the
authorities about the essential role of the in-house transplant donor
coordinators in order to develop an efficient transplant system. This led to an
increase of almost 150% in transplants between 2008 and 2015 in this country.

e In the countries with well-developed systems, further improvements were
achieved with the support of the Action Plan, and the EU-funded actions that
supported the Action Plan. For instance in Spain, the experience and knowledge
gained during the coordination and participation in the ACCORD Joint Action
has been critical to further broaden the scope of the previously existing
Spanish Quality Assurance in Deceased Donation. The tools developed during
this Joint Action have inspired further changes in the national system to
monitor performance in deceased donation.

e The fact that the common agenda in the EU Action Plan is backed by activities
in other international organisations, such as the Council of Europe and WHO,
was important for the Member States. For instance, several EU-funded projects
relate to initiatives such as the Global Observatory on Donation and
Transplantation by the WHO.

Secondly, the Action Plan facilitated EU-wide collaboration. Such cross-border
interactions were very important and allowed to create a platform to share
experiences between different countries.

e For instance, best practices on living donation programmes were exchanged,
and the medical staff in different countries built closer relationships and learned
from each other about how to audit their activities.

e Cooperation during international projects brought useful new ideas and
practices to be implemented in the participating Member States. For instance,
Poland acquired experience with living kidney donation programmes and
learned from other countries how to create a register.
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Twinning activities also played an important role and were perceived as very
efficient. In particular, the countries that acted as ‘teachers’ in twinning
activities indicated that they also learned from the ‘learning’ countries.
Furthermore, during the course of the Action Plan new organ exchange
agreements were concluded between countries. For instance, Bulgaria and
Lithuania — not members of Eurotransplant — started organ exchange
programmes and signed agreements with Eurotransplant.

Thirdly, the Action Plan was most effective for the actions that were clearly defined
and imply tangible changes in organ donation.
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This observation provides a challenge for the future. On the one hand, this
observation shows that the impact is best recognised when it is tangible. On
the other hand, organ donation also needs to work on less tangible issues, such
as continuous education and evaluation, or the development of quality systems
and registers to follow up survival rates. Apparently, there would be a need for
other instruments for effectively addressing these less tangible issues. Possibly,
some tools supporting education in general, like the ERASMUS+ programme,
could be explored here. A clear definition of the roles of the various parties
involved in implementing a Priority Action could be considered, such as
professionals or actors at the administrative level.

However it also needs to be noted that, during the last years of the Action Plan,
the EU-funded Joint Actions delivered tangible outputs for the participating
countries, like the Joint Actions ACCORD (setting up living donor registers) and
FOEDUS (offering an IT portal for the exchange of organs between countries).



Study on the uptake and impact of the EU Action Plan on Organ Donation and
Transplantation (2009-2015) in the EU Member States

6 RECOMMENDATIONS AND THE FUTURE

Many EU Member States’®® expressed the view that the Action Plan helped to improve
their policies on organ donation. Based on this positive evaluation, many countries
consider there is a need for a new, improved Action Plan, benefitting from lessons
learned from the Action Plan in 2009-2015.

Key considerations for a new Action Plan are:

1. Invest more in defining clear objectives of the new Action Plan by using a
bottom-up approach. Ensure that the representatives of different levels are
involved: professional, administrative, political and the public. There should
be fewer objectives but aiming for a stronger impact.

2. Build further upon the power of mutual learning and knowledge exchange.
Individual countries that face similar issues can be given support jointly. The
Competent Authority meetings could also be organised on this basis, and
other relevant stakeholders could be invited more regularly to contribute.

3. Seek opportunities to share with and learn from adjacent areas of expertise,
like tissues and cells, to increase the participatory and absorptive capacity of
each country.

4. Support countries with less developed donation systems to bring their topics
forward, and have a more explicit role in the agenda.

5. Reflect more on implementation and sustainability, including the
maintenance of IT components in projects, for more of a long-term impact, by
commitment of involved parties (government, professional organisations,
etc.).

6.1 Recommendations

Many countries agree that future European cooperation is very important to further
increase organ transplantation, and that EU activities should be continued. Overall, the
Action Plan has proved its worth and there is a need for a new, improved Action Plan.
Some recommendations for the future of organ donation and transplantation and EU
cooperation in this field are outlined below.

6.1.1 Define objectives jointly at the professional, political, administrative
and public levels

Any future Action Plan needs to involve four levels: (1) professional/technical, (2)
administrative, (3) political and (4) general public.

As it is important to ensure that the Priority Actions are comprehensive and have clear
objectives. The Priority Actions should be defined by Member States and professionals
jointly. Such a bottom-up approach will create opportunities for bringing up additional
ideas and allow for successful implementation.

The benefits of these actions should be presented and endorsed at the political level.
It would also be good to reflect upon how the Commission could help facilitate such
discussions at the political level. In areas such as communication, the input of
patients’ associations can also be highly valuable. Lastly, the public should be
informed, encouraged and convinced of the value of these joint, EU policies that are
implemented in the various countries.

Objectives of future activities should be clearly defined and have a timeline. This can

156 Representatives of National Competent authorities for Organs.
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only be done when all the levels are involved. It will allow for commitment and ensure
eventual uptake and implementation of the outcomes.

6.1.2 Mutual learning and exchange of know-how between countries

Cooperation between countries proved to be a rich source of inspiration and progress.
Twinning projects could be taken up again; this worked very well according to both
the learning and the teaching countries. Twinning projects could also be transformed
into official cooperation between governments of countries. Twinning projects could
also become bigger, hence becoming new networks. For instance eight South-Eastern
countries near the Black Sea, many with a similar context, are now ‘twinning’ amongst
themselves. In addition, cooperation allows small countries to get help from national
experts from other countries.

The role of having regular Competent Authority meetings organised by the
Commission can also be a source of deepening trust amongst Member States as it
allows for exchange of expertise and experiences.

It is important to involve the political, administrative and technical levels into such
cross-border collaborations.

6.1.3 Building expertise about and with related areas of expertise

It might be useful to strengthen exchange of knowledge and practices with the related
sector of tissues and cells. There is good experience in the tissue and cells sector that
can be leveraged, for example to help quality management tools in testing protocols
or identifying and addressing communicable diseases of common interest. Conversely,
the tissue and cells sector can learn a lot about donor protection from the organs field.
Vigilance is another activity that is well developed in the tissue and cells sector, from
which the organs sector can learn a lot.

Such cross-sectoral learning has already been seen in the latest Joint Actions,
covering tissues/cells and blood. This allows for efficiency, as these fields are often
taken care of by the same experts within a country and many of the issues concerned
are aligned.

Creating common initiatives in organ and tissues and cells sectors might increase
expertise. It was noted that the blood sector is, in comparison, more distant from the
organs sector.

6.1.4 Focus on countries with less well-developed systems

European countries differ, not only in size and the availability of resources but also in
culture and religion: they are too different to expect complete harmonisation.
Therefore, results of projects cannot always be projected equally on every country.
New activities could be more focused on countries with less well-developed systems of
organ donation. It is important to pay attention to the different stages countries are at
with regard to organ donation and transplantation, and how to address this in a way
that is valuable.

One frequently mentioned theme is the need for more standardisation in Europe.
However, this should not be a goal in itself. Another point to take into account is that
in some smaller countries, with few patients eligible for donation or transplantation,
and with a small community of doctors and patients, activities like registering and
monitoring are sometimes seen as a relatively large amount of bureaucracy for few
patients.

Tailor-made approaches should therefore be considered. Countries that experience
similar problems could share their issues in joint groups, to find out how to deal with
these common problems. The Commission could provide support to such groups of
countries, e.g. by organising dedicated expert (sub-) meetings and transition
programmes.
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Another priority for any future Action Plan could be to provide a platform for the
further development of donor programmes in all European countries, and especially to
support the countries with less well-developed donation systems.

6.1.5 Optimise planning, dissemination and sustainability of outcomes

Another recommendation for the future is that more efforts could be made to improve
effective dissemination of results and focus more on sharing results of different EU-
funded Actions in Europe. It seems, for instance, that the results of older projects
such as DOPKI are no longer well-known among newer attendees of the Competent
Authority meetings.

The coherence and coordination between different actions and projects should also be
verified to avoid duplication or gaps.

Furthermore, more attention could be paid to the sustainability of the results of
projects. Professional societies such as ESOT and EASL and governments can play a
role here. This is another reason for including them in the projects and ensures their
support. Professionals can bring data, help define outcomes and assist dissemination
and implementation. Furthermore, to maintain the sustainability of the results of
projects, it may be beneficial to have a good balance between countries that have
already participated in numerous projects and countries that are relatively ‘new’.

Sustainability of IT-outputs from (EU-funded) Actions and projects has to be reflected
up from the beginning. Many Actions and projects develop websites, information
platforms, databases that remain useful after the end-date of the Action or project,
and therefore require some further maintenance. Consolidation of all these organ-
related IT-outputs within a common platform could be explored as a possible cost-
effective solution.

Impact of research and innovative projects, depends greatly on the degree to which
productive interactions are created between the various stakeholders. Results from
this analysis show that the more countries are involved in a project, the more impact
they perceive and support they get. Participation and interaction are therefore just as
essential elements in EU-supported actions as innovation and research are.

Lastly, the results of projects could be made more visible to governments, preferably
using interactive strategies. This may contribute to their commitment and support
implementation of the results of projects.

6.1.6 Specific elements of the Action Plan that merit continuation

A lot of work has been done in cross-border exchange. There are still many
opportunities here to strengthen exchanging surplus organs between countries. This
will require additional efforts at the EU level as well as the country level. The work
done by the Joint Action FOEDUS should be continued and expanded in the future. It
could focus on the cross-border exchange of organs that are not procured in all
countries, such as the pancreas and thoracic organs.

In undirected living donation, there are opportunities for countries to increase the
number of donor organs. Hence also the importance of past and ongoing work on
living donor registries. However, this is of course dependent on legal, ethical, cultural
and religious considerations.

6.1.7 Further areas to explore with countries

Countries’ national priorities often focus on quality and safety issues, such as
developing accreditation and audit systems, inspection, training for inspections, and
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the collection of more data on quality performance.

All these improvements will increase the possibilities for exchanging organs between
neighbouring countries. The exchange of surplus organs and agreements between
countries about urgent requests could still be improved

Furthermore, the development and application of new technologies is a priority for
many countries. This covers for instance Donation after Circulatory Death (DCD) and
the identification of possible donors outside intensive care units, particularly at
accident and emergency departments, as well as in general hospital wards. Much of
this can be developed in one/a few countries and then shared at EU level.

Many countries mentioned to agree that quality indicators should be developed at the
EU level. Several countries have pointed out that they consider the development of
common quality standards to be an important step for the future. Agreement on
quality standards will facilitate exchange and mutual learning between the experts of
the Member States. This may help when disseminating results of all the EU-funded
projects. Furthermore, it seems that there is a demand for a common and agreed
auditing methodology.

6.2 New aspects for future consideration

A new Action Plan might contain new elements.

The following overview may serve as a list of potential topics, to be discussed between
parties and professionals — both administrative and political — in the preparation of a
new Action Plan®®’.

e Donation after Circulatory Death (DCD): The potential for an EU expansion
in DCD is a key area that should be further explored as it has the potential to
significantly increase the availability of donor organs. It should therefore be a
priority focus, although it is clear that not all countries are ready (yet) to move
into DCD, as this may require changes in skills, organisation and legal/ethical
frameworks. Furthermore, as national provisions on the donation or medical
use of organs fall within the national competence, it is clear that the role of the
European Union is limited to support.

e Living donation: the further uptake of living donor follow-up, and with that of
living donor registries, as far as possible in a common/comparable way, is
crucial to ensure public trust in this sensitive (ethical) transplant practice.
Suggestions have also been made regarding the creation of a European
network for paired kidney donation, however this requires thorough preparation
including reflections on a.o. organisational, ethical and economic elements.

¢ Communication: various aspects of communication have been mentioned as
areas with potential to further increase organ transplantation. These include as
communication with and through the families of patients, education in schools,
generating overall public awareness, and the use social media.

e Education of professionals: all professionals in the entire donation and
transplantation chain could benefit from further education on various aspects of
organ donation and transplantation. Doing this jointly, would impact on other
aspects that were brought up: standardisation of training programmes, and
collaboration between countries and sharing of best experiences.

7 In the discussions with country representatives and professionals, new subjects

were discussed that might be included in a new Action Plan.
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The exchange of experiences on minorities and new groups: Europe has
many minority groups and also Europe has a relevant influx of people from
other countries. Providing appropriate care for these groups, in the roles of
both recipient and donor, requires extra effort. Countries and professionals
could benefit from sharing their (first) experiences in this field.

Quality and Clinical Outcomes: Given the limited availability of organs, it is
of key importance to know that the available organs are optimal. This requires
follow-up by improving registers with a focus on survival after transplantation,
patient selection for transplantation, donor/recipient matching. In this respect,
the (joint) collection and provision of data by professionals and national
administrations is essential.

The further development of common guidelines and standardization of
evaluating, auditing and benchmarking hospital performance help to improve
overall efficiency.

The further development of bio-vigilance will help to address specific aspects
of quality and safety. Furthermore, although increasing the donor pool with
expanded criteria donors is a promising development in order to increase the
number of donors, extra attention is required when using such organs, and the
related (future) procedures.For instance, the use of extended donors could be
increased once novel techniques like machine preservation are implemented
more widely.

End—of-life care: Understanding and overcoming the obstacles that critical
care professionals face to incorporate donation in end-of-life care plans are
considered critical. Suggestions were made to broaden the identification of
donors outside the ICU. Further ideas relate to the integration of organ
donation into the medical care provided at the end of life, to hospital
notification systems/methods, to cultural changes among professionals and
awareness of who is a potential donor (beyond the transplant community).
Obviously, full respect is to be given to the primary objective of the critical care
professionals, which remains the restoration of full health of the patient.

Efficiency: this study suggests that there are differences between countries in
the efficiency of the organisation of organ transplantation: we found large
differences between countries in the number of transplants per transplant
centre. These differences may partly be explained by geographical needs, but it
seems that such an explanation is not complete. Exchanging knowledge on
optimising the donation chain may help spend the limited funds on the
solutions that provide the best results in terms of quality, safety and numbers.
In this regard, forces could also be combined to encourage the joint
development of transplant programmes for of ‘less common’ transplantations
such as the small bowel.

Finances, differences between countries: demonstrating the cost-efficiency
of transplantation programmes, which are usually very positive (in particular
kidney transplants allow for significant savings compared to alternative dialyses
therapies), is seen as valuable. This can strengthen the national call for funding
and investment in transplant systems. In this context, it is important to
understand national funding mechanism, including health expenditure, health
insurance schemes and hospital reimbursement. An EU cost-benefit study into
kidney transplants is ongoing within the EDITH pilot project. Results should be
presented to the political level and to the general public. This was one of the
five topics especially mentioned in a workshop of representatives from
countries and professionals.
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e Research: Opportunities were identified relating to the evaluation and
improvement of post-transplant outcomes, donor optimisation, immunogenicity
(link to HSC transplants), organ rehabilitation and organ preservation/
perfusion, new products and combined cell therapies.
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Iceland: http://grapevine.is/Home/ReadArticle/Firemen-And-Paramedics-Support-
Organ-Donor-Proposal

Liechtenstein: Gesundheitsgesetz, LR 811.01, see www.gesetze.li

Macedonia: http://www.sitel.com.mk/dnevnik/makedonija/vliadata-go-prifati-predlog-
zakonot-za-presaduvan je-chovechki-organi-i-tkiva

Portugal: National Statistics Institute, www.ine.pt
Slovenia: http://www.slovenija-transplant.si/index.php?id=ledvice&L=2%2527
http://www.slovenija-transplant.si/index.php?id=srce

Switzerland: Schweizerisches Transplantationsgesetz, SR 810.21, see
www.bag.admin.ch/transplantation

http://www.europeantransplantcoordinators.org/NKMData/pdf/switzerland.pdf
Turkey: http://www.europeantransplantcoordinators.org/NKMData/pdf/turkey.pdf

National organisations

Croatia: Donor Network of Croatia

Czech Republic: Czech Transplantation Coordinating Centre (KST)
Estonia: Tartu Hospital University

France: Agence de la biomédecine

Germany: Deutsche Stiftung Organtransplantation (DSO)

Greece: Hellenic National Transplant Organization

Hungary: HungaroTransplant

Italy: Centro Nazionale Trapianti (CNT)

Lithuania: Lithuanian Bureau on Organ Transplantation
Netherlands: Nederlandse Transplantatie Vereniging

Norway: Rikshospitalet / Radium Hospitalet

Poland: Poltransplant

Portugal: Autoridade Para Services de Sangue e Transplantacao (ASST)
Romania: National Transplant Agency

Slovakia: Slovak Centre on Organ Transplantation

Slovenia: Institute of the Republic of Slovenia for the Transplant of Organs and
Tissues: Slovenija Transplant

Spain: Organizacion Nacional de Trasplantes (ONT)
Sweden: Swedish Council for Organ and Tissue Donation

Switzerland: Swiss National Foundation for Organ Donation and Transplantation.
Foundation Swiss Blood Stem

United Kingdom: UKTransplant Austria: Austrotransplant

Websites and webpages of European institutions
https://circabc.europa.eu/faces/jsp/extension/wai/navigation/container.jsp
European Commission Policy (Directorate General for Health & Consumers)

European Commission (2008). White Paper “Together for Health: a Strategic Approach
125



Study on the uptake and impact of the EU Action Plan on Organ Donation and
Transplantation (2009-2015) in the EU Member States

for the EU 2008-2013” COM (2007) 630 final.
http://ec.europa.eu/health/blood_tissues_organs/organs/index_en.htm

http://ec.europa.eu/health/blood_tissues_organs/events/journalist_workshops_organ
_en.htm

http://ec.europa.eu/health/blood_tissues_organs/events/journalist_workshops_organ
_en.htm#fragmentl

http://ec.europa.eu/health-eu/newsletter/80/newsletter_en.htm

http://ec.europa.eu/health-
eu/europe_for_patients/organ_donation_transplantation/index_en.htm

http://ec.europa.eu/health-eu/newsletter/89/newsletter_en.htm
http://ec.europa.eu/health/programme/events/ev_20120503_ presentations_en.htm
http://ec.europa.eu/health-eu/journalist_prize/

http://epp.eurostat.ec.europa.eu/tgm/table.do?tab=table&language=en&pcode=tps00
001&tableSelection-=1&footnotes=yes&labeling=labels&plugin=1,

http://ec.europa.eu/health/programme/docs/success_stories_hp_ 2008-2013 en.pdf

http://ec.europa.eu/health/blood_tissues_organs/docs/organs_council_ccl 2012 en.p
df

http://ec.europa.eu/health-
eu/europe_for_patients/organ_donation_transplantation/index_en.htm

http://ec.europa.eu/chafea/projects/database.html

http://ec.europa.eu/enlargement/taiex/dyn/taiex-
events/library/detail_en.jsp?EventlD=50267,

http://ec.europa.eu/health/blood_tissues organs/docs/ev_20150929 ag_en.pdf
http://ec.europa.eu/health/blood_tissues_organs/docs/infographic_obtc_en.pdf

http://ec.europa.eu/health/blood_tissues_organs/docs/midtermreview_actionplan_org
an_en.pdf

http://ec.europa.eu/health/blood_tissues_organs/docs/organs_actor_study 2013 en.
pdf

http://ec.europa.eu/health/blood_tissues organs/docs/organs_council_ccl 2012 en.p
df

http://ec.europa.eu/health/blood_tissues_organs/policy_en

Annual Work Plans for the EU Health Programme & related Commission
decisions

http://ec.europa.eu/eahc/news/news188.html

http://eur-
lex.europa.eu/JOHtmMI.do?uri=0J%3AL%3A2007%3A301%3ASOM%3AEN%3AHTML

http://ec.europa.eu/health/index_en.htm

http://ec.europa.eu/health/programme/docs/wp2012_en.pdf
http://ec.europa.eu/health/programme/docs/wp2011_en.pdf
http://ec.europa.eu/health/programme/docs/wp2013_en.pdf

http://eur-lex.europa.eu/LexUriServ/
LexUriServ.do?uri=0J:L:2007:301:0003:0013:EN:PDF

http://ec.europa.eu/health/programme/key_documents/index_en.htm#anchor3_more
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http://eur-lex.europa.eu/LexUriServ/
LexUriServ.do?uri=0J:L:2009:340:0001:0046:EN:PDF

http://eur-lex.europa.eu/LexUriServ/
LexUriServ.do?uri=0J:L:2009:053:0041:0073:EN:PDF

http://eur-lex.europa.eu/LexUriServ/
LexUriServ.do?uri=0J:L:2008:056:0036:0062:EN:PDF

http://eur-lex.europa.eu/LexUriServ/
LexUriServ.do?uri=0J:L:2008:056:0036:0062:EN:PDF

http://eur-lex.europa.eu/budget/data/General/2015/en/SECO03.pdf (pages 866 to 869)
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=URISERV:sp0007
http://eur-lex.europa.eu/LexUriServ
LexUriServ.do?uri=0J:L:2011:101:0001:0011:EN:PDF

EU Directives in the field of organ donation and transplantation

Directive 2010/53/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*®:

http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2010:207:0014:0029:EN:PDF

Commission Implementing Directive 2012/25/EU of 9 October 2012 laying down
information procedures for the exchange, between Member States, of human organs
intended for transplantation:

http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2012:275:0027:0032:EN:PDF
Database for projects funded under EU Health Programme
http://ec.europa.eu/eahc/health/index.html
http://ec.europa.eu/eahc/projects/database.htmi

DG Research

http://cordis.europa.eu/home_en.html

Other
http://ec.europa.eu/information_society/activities/eten/cf/opdb/cf/project/index.cfm?

mode=detail&-project_ref=ETEN-517417

https://webgate.ec.europa.eu/sanco/heidi/index.php/Heidi/Healthcare/Tissue, cell_an
d_organ_transplants#Council_of Europe

http://ec.europa.eu/anti-trafficking/
http://ec.europa.eu/enlargement/tenders/taiex/index_en.htm

http://ec.europa.eu/enlargement/taiex/dyn/taiex-
events/library/detail_en.jsp?EventlD=48625

http://ec.europa.eu/enlargement/taiex/dyn/taiex-
events/library/detail_en.jsp?EventlD=47700

158 The original number "2010/45/EU" was wrongly attributed and consequently

corrected; "2010/53/EU" is the right number.
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http://ec.europa.eu/enlargement/taiex/dyn/taiex-
events/library/detail_en.jsp?EventlD=43847

http://ec.europa.eu/enlargement/taiex/dyn/taiex-
events/library/detail_en.jsp?EventlD=42609
http://ec.europa.eu/health/blood_tissues_organs/events/ev_20111018 en.htm

http://ec.europa.eu/health/blood_tissues_organs/events/journalist_workshops_organ
_en.htm

EU-funded project websites

ACCORD: http://www.accord-ja.eu/

ALLIANCE-O: http://ec.europa.eu/research/fp7/pdf/era-net/publishable_summaries/
fp6/alliance-o_publisha ble_executive_summary_en.pdf

COPE: http://www.cope-eu.org/

http://cordis.europa.eu/search/index.cfm?fuseaction=proj.document&PJ_RCN=13430
950

COORENOR:
http://coorenor.eu/index.php?option=com_content&view=article&id=55:wp5&catid=1
1:wp-description&ltemid=16

DOPKI: http://www.ist-world.org/
ProjectDetails.aspx?Projectld=6f283c82639e4619a8a289d126b2f448&-
SourceDatabaseld=7cff9226e582440894200b751bab383f

EUDONORGAN: http://eudonorgan.eu/

EDITH: http://edith-project.eu/

EFRETOS: http://www.efretos.org/

ELIPSY: http://www.eulivingdonor.eu/elipsy/

ELPAT: http://www.esot.org/Elpat/Content.aspx?item=10
http://www.edgm.eu/en/organ-transplantation-projects-1452.html
ETPOD: http://www.etpod-dissemination.eu

European Training Course in Transplant Donor Coordination ("Train the Trainers"):
http://www.etc.iavante.es/

EULID: http://www.eulivingdonor.eu/elipsy/what-is-elipsy.html

http://www.eulivingdonor.eu/media/upload/pdf//elipsy poster_catalana_editora_132
3.pdf
http://groupware.eulivingdonor.eu/grup_4/mod_news/?option=view&listcategory=8&
entry=30

EULOD: http://www.eulod.org/?section=aboutEulod&item=8
http://www.eulod.org/?section=WorkingPackages&item=13
http://www.eulod.org/?section=WorkingPackages&item=12
FOEDUS: http://ec.europa.eu/eahc/news/news232.html
http://www.foedus-ja.eu/about-foedus

HEPAMAB:
http://cordis.europa.eu/search/index.cfm?fuseaction=proj.document&PJ_RCN=13463
381
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Hott-Project: hottproject.com
MODE: http://www.mode-ja.org/
ODEQUS: http://www.odequs.eu/index.html

Links to other institutions and associations

Council of Europe:
http://www.coe.int/aboutCoe/index.asp?page=nosObjectifs&l=en
http://www.edgm.eu/en/organ-transplantation-work-programme-72.html
http://www.edgm.eu/en/organ-transplantation-reports-73.html
http://www.coe.int/t/dghl/standardsetting/cdpc/pc_to_en.asp
http://www.edgm.eu/en/organ-transplantation-projects-1452.html
https://www.edgm.eu/en/news/transfusion-and-transplantation

https://www.edgm.eu/en/organ-transplantation-recommendations-resolutions-
74.html

https://www.edgm.eu/sites/default/files/newsletter_transplant _volume_ 21 septembe
r 2016.pdf

https://www.edgm.eu/sites/default/files/resolution_on_establishing_harmonised_natio
nal_living_donor_registries_with_a view_to_facilitating_international _data_sharing_2
015 11.pdf

Eurotransplant:

http://www.eurotransplant.org/cms/mediaobject.php?file=year_20083.pdf
http://www.eurotransplant.org/cms/mediaobject.php?file=year_2010.pdf
http://statistics.eurotransplant.org/
http://www.eurotransplant.org/cms/index.php?page=about_brief
https://www.eurotransplant.org/cms/mediaobject.php?file=Factsheet+January+2016.
pdf

ESOT:

http://www.esot.org/Content.aspx?item=12
http://www.esot.org/EDTCO/home

http://esot2015.esot.org/edtco-organ-donation-meeting

SAT:

http://trapianti.net/en/sat-south-transplant-alliance/

Scandiatransplant:

http://www.scandiatransplant.org/members/ntcg/minutes NTCG_may_2016.pdf
WHO:

http://www.who.int/transplantation/tra_song/en/index.html
http://www.who.int/ethics/topics/human_transplant/en/

http://www.who.int/mediacentre/multimedia/podcasts/2010/organ_transplants_2010
129



Study on the uptake and impact of the EU Action Plan on Organ Donation and
Transplantation (2009-2015) in the EU Member States

0806/en/
Other:
http://health-med-news.com/health/spain-will-train-european-transplant-

coordinators/

http://www.declarationofistanbul.org/index.php
http://www.tts.org/index.php?option=com_content&view=article&id=746:the-madrid-
resolution-on-organ-donation-and-transplantation&catid=67:august-2010-
newsletter&ltemid=565

http://www.declarationofistanbul.org/index.php
http://www.europeantransplantcoordinators.org
http://www.organsandtissues.net

http://www.ekha.eu/,http://www.ekha.eu/htmldocs/ekha/4-
16/ekha/kidney health_disease.html

http://www.edtnaerca.org/
http://www.donoraction.org
http://www.easl.eu/
http://www.eltr.org/

http://www.eurocet.org/
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ANNEX 1: COUNTRY SHEETS

N.B.: A plus sign means a positive endeavour on the specific priority or sub-action, a
bullet point means endeavours still have to be made. Numbers are based on the
Transplant Newsletter as published by the OECD. However, numbers may not always
match as some competent authorities have corrected their numbers.

Other data is based on questionnaires and interviews with the competent authorities
representing the countries. The data is therefore the interpretation of the competent
authorities of the specific countries.

Country codes used in the figures I

AT Austria IT Italy

BE Belgium LI Liechtenstein
BG Bulgaria LT Lithuania
CH Switzerland LU Luxembourg
CYy Cyprus LV Latvia

Ccz Czech Republic MK Macedonia
DE Germany MT Malta

DK Denmark ME Montenegro
ES Spain NL Netherlands
EE Estonia NO Norway

Fl Finland PL Poland

FR France PT Portugal

UK United Kingdom RO Romania

EL Greece SK Slovakia

HR Croatia S Slovenia

HU Hungary TR Turkey

IE Ireland SE Sweden

IS Iceland RS Serbia
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1. Austria

Background information**°

The first human kidney transplant in Austria was performed in 1965. The first
combined liver and kidney transplant was performed in 1983, as well as the first heart
transplant.

With a deceased donation rate per million of the population of above 20 in 2015,
Austria’s deceased donation rate PMP is amongst the highest of the countries in this
study. However, it has been observed that there are extreme differences in the
emergence of deceased donors between the regions / Federal States. In 2015,
deceased donor transplant procedures were carried out involving kidneys, livers,
hearts, lungs and pancreases. Austria has a relatively high number of lung
transplants, with more than 100 lung transplants a year.

With a living kidney donation rate per million of the population of less than 10 in 2015,
Austria’s living kidney donation rate PMP is among the lowest of the countries
included in this study. Living donor transplant procedures were carried out in 2015
involving kidneys and livers. Austria is part of Eurotransplant'®® and donor organs are
allocated through Eurotransplant (IT system).

A National Action Plan was presented at a Competent Authority meeting in September
2011.

Since 1982, an opt-out system has been in place in which organ retrieval is not
possible if a person has explicitly indicated their refusal of post-mortem donation.
Refusals are registered in the opt-out register kept by the Austrian Health Institute.
The next of kin are not legally provided with any means of intervention preceding the
removal if no objection by the deceased has been recorded. However, in practice it is
likely that in most cases the next of kin will be informed about an intended organ
removal.

Financing of organ donation

In the case of deceased donation, the costs are covered by the national health
insurance of the recipient. In the case of living donation, all costs associated with the
organ removal and the preparations are covered by the donor’s health insurance. The
cost of the implantation is covered by the recipient's health insurance.

159 Sources for Austria, in addition to common sources: FACTOR survey filled in by
national Competent Authority, Competent Authority Austria. (2011). Presentation
National Action Plan Austria, September 2011. Information provided by H. Nys,
November 2012, Lopp, L. (2012). Final Report: A Common Frame of Reference for
European Laws on Living Organ Donation, Work Package 3: Legal Restrictions and
Safeguards for Living Donation in Europe / Part I: Unrelated Organ Donation
(EULOD project), Nys, H. (2007). Removal of Organs in the EU, European Ethical-
Legal Papers No. 4. Leuven, Transplant Jahresberichte 2008 und 2010 (Annual
reports 2008 and 2010 of the Austrian Coordination office).

Regarding EU-funded projects, Eurotransplant was the coordinator of EFRETOS,
the core work package leader of EDD and FOEDUS, and a partner in COORENOR
(but left the project after one year, even though it was the work package

coordinator).
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Key figures'®*

Populatlon in millions 8 4
Family refusal rate 53/158— - - 56/24470/27663/242

(refusals/times asked)

Actual deceased donation rate 186/ 224/ 203/ 219/ 207/ 203/ 217/ 208/
(total/per million population, 22.4 26.9 24.3 26.1 24.6 24.0 255 242
pmp)

Multi-organ donation rates (% 76.6 78.9 78.0 71.3 73.2 759 81.2 77.9

of total)

Number of utilised donors 167/ 209/ 191/ 195/ 190/ 187/ 207/ 195/
(total/pmp) 20.1 25.1 229 23.3 22.6 221 243 227
Number of donors after 3 1 0 6 4 3 6 6

circulatory death - DCD
Number of donors older than 39 66 56 70 64 68 64 54
60

Number of transplant centres

Kidney 5 5 5 5 5 5 4 4
Liver 3 3 3 3 3 3 3 3
Heart 3 3 3 3 3 3 3 3
Lung 2 2 2 2 2 2 2 2
Pancreas 3 3 3 3 3 3 3 3
Bowel 1 1 0 0 0 0 0 0

Number of deceased donor transplant procedures (total/pmp

Kidney 303/ 363/ 349/ 360/ 360/ 347/ 375/ 356/
36.5 43.6 41.8 43.0 42.8 41.1 44.1 41.5
Liver 112/ 146/ 138/ 126/ 125/ 130/ 136/ 141/
13.5 17.5 16.5 15 14.9 15.4 16 16.6
Heart 62/7.573 69/8.351/6.162/7.464/7.6 68/8 67/7.8
/8.8
Lung 119/ 110/ 114/ 120/ 126/ 128/ 134/ 129/
14.3 13.2 13.7 14.3 15.0 15.1 15.8 15.0
Pancreas 34/4.1 33/4.031/3.716/1.914/1.719/2.3 21/2.5 27/3.1
Bowel 1/0.1 1/0.1 O 0 0 0 0 0
Number of living donor transplant procedures (total/pmp
Kidney 58/7.0 69/8.358/6.955/6.663/7.574/8.8 71/8.3 62/7.2
Liver 4/0.5 7/0.8 2/0.2 2/0.2 0/0 2/0.2 6/0.7 5/0.6
Lung 0/0 1/0.1 0/0 0/0 0/0 2/0,2 0/0 0/0

- = not known to the research team

181 Numbers are based on Statistics of Eurotransplant and the Transplant Newsletter

of the Council of Europe, and corrected by the Competent Authority.
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Figure 1: Deceased Donation (DD) rates per million population (PMP) and Living
Donation (LD) rates per million population (PMP) from 2008-2015 in Austria*
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* Deceased Donation rates are based on the numbers published in the Transplant
Newsletter and corrected by the Competent Authority. Living Donation rates are
calculated by adding numbers of living liver and living kidney transplant procedures,
divided by the population in millions. The percentage decrease or increase is
calculated based on the average rates for 2008 and 2009 and for 2014 and 2015. This
means that the years in between are not taken into account.

Figure 2: total number of transplants* per organ per year (2008-2015)
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Implementation Action Plan

Priority Action 1:
Promote the role of
transplant donor
coordinators

Priority Action 2:
Promote Quality
Improvement Programmes

Priority Action 3:
Exchange best practices on
living donation

Priority Action 4:

Improve the knowledge and
communication skills of
health professionals and
patient support groups

Transplant donor coordinators have been
appointed: 25 at the local/hospital level and 5 at
the regional level.

Transplant donor coordinators have not yet
received training.

Austria does not use an accreditation scheme.

The EU Action Plan has not influenced national
policy on transplant donor coordinators.

The EU-supported activities have not helped
promote the role of the transplant donor
coordinators.

The government has encouraged initiatives for
improving the quality of the donation process, the
transplantation process, the procurement process
and the follow-up care.

The EU Action Plan has not influenced the national
policy on Quality Improvement Programmes
through national audits.

EU-supported activities have not helped promote
Quality Improvement Programmes.

Austria has directed®? living donation programmes.
There are no undirected living donation
programmes.

4 hospitals have a living donation programme.
There is no independent body for evaluating living
donors before the start of the procedure.

There are no registers for evaluating and
guaranteeing the health and safety of living donors
yet.

Organ trafficking is prohibited by law.

National policy on living donation programmes is
not influenced by the EU Action Plan through the
living donor register.

Not known whether EU-supported activities helped
promote living donation programmes.

There are no communication guidelines for
informing the public.

Austria has programmes for improving the
knowledge and communication skills of personnel
who deal with organ transplants.

Periodic meetings with journalists have not yet
been organised.

No guidelines and deliverables developed by EU-
supported activities are used for informing the
public and improving the knowledge and skills of
health professionals.

The national policy on public awareness of organ

162 We are aware that the use of the definition ‘related and unrelated living donation’
is more common in practice. For comparison with 2012, we asked for directed and
undirected living donation, which is defined as follows: Undirected living donation
(or altruistic living donation) means making a living donation to strangers. Directed
living donation means that the donor and recipient have a social relationship

(partner, family or friend).
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Priority Action 5:
Facilitate the identification of
organ donors across Europe

Priority Action 6:
Enhance organisational
models

Priority Action 7:
Promote EU-wide
agreements on aspects of
transplantation medicine

Priority Action 8:
Facilitate the interchange of
organs between national
authorities

Priority Action 9:
Evaluate post-transplant
results
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donation is not influenced by the EU Action Plan;
there were actions at the time of the European
Donor Day.

It is not known whether the EU-supported activity
EDD helped to promote public awareness.

Austria does not provide easily accessible
information to the general public about their legal
position as a possible donor in other countries
across the EU.

90% of transplant patients are local residents, 10%
are non-residents.

EU-supported activities did not contribute to the
identification of cross-border donors.

EU-supported activities (such as in the COORENOR
and FOEDUS projects) did not contribute to the
identification of cross-border donors in Austria.
Austria is not involved in twinning projects.

The EU Action Plan did not influence the
organisational model of the country’s donation and
transplantation system.

It is not known if EU-supported activities (such as
COORENOR, MODE and ACCORD) helped to
enhance the organisational model of the donation
and transplantation system in Austria.

Austria has agreements with other countries for
exchanging organs, supporting the development of
new transplantation programmes, and collecting
data (ELTR, ERA-EDTA registries...).

Austria has no agreements with other countries to
prevent and address organ trafficking.

It is not known whether EU-supported activities
contributed to this development.

Austria is part of a fixed collaboration: a
multilateral collaboration and bilateral collaboration
with Southern Tyrol (Italy) and Hungary. All patient
groups and all organ types are involved.

In 2015, 304 organs came from abroad and 225
organs left the country.

Austria does not yet evaluate procedures for
offering non allocated organs to other countries.
Austria has procedures in place for exchanging
organs for urgent and difficult-to-treat patients.
Austria does not participate in the use of an IT tool
for facilitating cross-border exchange.

EU activities did not contribute to the interchange
of organs between countries.

It is not known if EU activities such as EFRETOS,
COORENOR, FOEDUS and ACCORD contribute to
the interchange of organs between countries.
Post-transplant results of organ recipients are
evaluated systematically.

Donor organs are accepted from donors with
diabetes mellitus, donors with hypertension, donors
with renal insufficiency, donors with infectious
diseases such as hepatitis, donors with HIV and
donors aged over 60.

EU-supported activities did not help in the
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evaluation of post-transplant results.

e It is not known if EU-supported activities (such as
EFRETOS) contributed in Austria to the evaluation
of post-transplant results.

Priority Action 10: + Procurement organisations and transplantation
Promote a common centres are checked or audited on a regular basis.
accreditation system e Austria does not yet promote an accreditation

system for procurement organisations and
transplantation centres.

e EU-supported activities did not contribute to the
promotion of accreditation systems.

e It is not known if EU-supported activities (such as
ACCORD, ETPOD, the European Training Course in
Transplant Donor Coordination, ODEQUS and
EFRETOS) help promote accreditation systems.

Participation in EU-funded projects during the Action Plan period (2009-
2015)

Regarding EU-funded projects, Austria was initially the work package leader in ED
but withdrew from this position and was replaced by Croatia. Austria was also initially
the work package leader in COORENOR, but withdrew from this position and was
replaced by France. The country was furthermore an associated partner in two
projects, namely ETPOD and ODEQUS.

163
D ’

The country participated in 2011 in the working group on indicators'®*. In addition, it
is a member of the Council of Europe “Committee (Partial Agreement) on Organ
Transplantation” (CD-P-TO%).

Contribution of the Action Plan and future
No additional information available.

Conclusions

Both Austria’s deceased and living donation rates increased slightly over the years,
which is a positive sign. However, there are still opportunities for Austria in living
donation and small bowel transplants. Activities have been started in Austria for each
of the Priority Actions. A next step could be focusing more on issues regarding
education, implementation and quality assurance in these fields.

83 For more information about EU-funded projects, see chapter 3.
184 For more information about the working groups, see chapter 3.

185 For more information about CD-P-TO, see Annex 3.
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2. Belgium

Background information*®®

With a deceased donation rate PMP of above 20 in 2015, Belgium’s deceased donation
rate per million population is amongst the highest of the countries included in this
study. In 2015, deceased donor transplant procedures were carried out involving
kidneys, livers, hearts, lungs, pancreases and small bowels. With a living kidney
donation rate PMP between 5 and 10 in 2015, Belgium’s living kidney donation rate is
among the lower of the countries included in this study. In 2015 living donor
transplant procedures were carried out regarding kidney and liver. Belgium has a
relatively high number of lung transplants with more than 100 lung transplantations a
year. Belgium also has a relatively high number of liver transplants. Belgium is part of
Eurotransplant*®” and donor organs are allocated through Eurotransplant.

Regarding EU-funded projects, Belgium was core work package leader in the EU
funded project EULOD'®®, collaborating partner in ACCORD, and is associated partner
in FOEDUS.

A National Action Plan was presented at a Competent Authority meeting on 25-26
November 2009.

Since 1986, an opt-out system is in place, in which Belgian citizens or residents in
Belgium since 6 months are donors except when the person himself/herself has given
objection. Belgian citizens or residents in Belgium since 6 months can go to the
townhouse for registration in the national donor register (for consent or objection).

If the deceased has given explicit consent, no objection to organ removal is possible.
Physicians have to inquire about the existence of an objection expressed by the donor:
via the official registries and contact with next-of-kin of the deceased.

If the deceased is not Belgian citizen or resident in Belgium since 6 months, she/he
must have expressly given her/his consent for the procurement.

Financing of organ donation

In case of deceased donation, the financial intervention is regulated by the National
Health Care. Moreover, for each organ of a donor that is transplanted, the intensive
care receives a conditional financial support. The surgical team also receives financial
support for each organ used for transplantation. The transplant team receives a
financial support for the organisation of a transplant. In case of living donation, a state
owned or state-controlled institution pays the expenses incurred by the donor.

186 Sources: FACTOR survey filled in by national Competent Authority, and information
additionally provided, Competent Authority Belgium. (2009). Presentation National
Action Plan Belgium, 25-26 November 2009, Information provided by H. Nys,
November 2012.

167 Regarding EU-funded projects, Eurotransplant was coordinator of EFRETOS, core
work package leader of EDD and FOEDUS, and partner in COORENOR.

%8 For more information about EU-funded projects, see chapter 3.
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Key figures®®

Populat|on in millions 10 7 10 8 10 8 10 8 11 1 11 1 11 3
Family refusal rate = = = - - 76/641 49/396 87/676

(refusals/times asked)
Actual deceased donation rate 265/ 285/ 263/ 331/ 326/ 324/ 299/ 357/
(total/per million population, 24.8 26.4 243 30.1 302 29.2 26.9 31.6

pmp)

Multi-organ donation rates (% 73.6 78.6 749 77.3 77.3 - 76.9 79.7

of total)

Number of utilised donors & = =

(total/pmp)*”°

Number of donors after 48 61 45 64 71 78 83 105

circulatory death - DCD

Number of donors older than 38 50 - - - 92 94

60

Kidney - - - - 8 7 7 7

Liver - - - - 6 6 6 6

Heart - - - - 7 7 7 8

Lung - - - - 4 5 5 5

Pancreas - - - - 7 6 6 6

Bowel - - - - - 6 6 6

Number of deceased donor transplant procedures (total/pmp

Kidney 448/ 428 408/ 474/ 480/ 437/ 414/ 471/
41.9 /39.6 37.8 43.1 44.4 39.4 37.3 41.7

Liver 217/ 222/ 228/ 264/ 252/ 250/ 221/ 248/
20.3 20.6 21.1 24 23.3 22,5 199 21.9

Heart 75/7.068 67/6.276/6.970/7.175/6.882/7.478/6.9

/6.3

Lung 149/ 90/ 197/ 111/ 129/ 101/ 103/ 129/
13.9 8.3 18.2 10.1 11.9 9.1 9.3 11.4

Pancreas 51/4.825/2.340/3.714/1.313/1.28/1 11/1 12/1.1

Bowel - - - - - 0 4/0.4 0O

Kidney 45/4.2 49/4.549/4.540/3.657/5.363/5.767/6 57/5

Liver 13/1.223/2.133/3.135/3.230/2.842/3.840/3.632/2.8

- = not known to the research team

189 Numbers are based on Statistics of Eurotransplant and the Transplant Newsletter
of the Council of Europe, and corrected by the Competent Authority.
170 No separate information was given for the number of utilised donors.
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Figure 1: Deceased Donation (DD) rates per million population (PMP) and Living
Donation (LD) rates per million population (PMP) from 2008-2015 in Belgium*
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* Deceased Donation rates are based on the numbers as published in the Transplant
Newsletter and corrected by the Competent Authority. Living Donation rates are
calculated by adding numbers of living liver and living kidney transplant procedures,
divided by the population in millions. The percentage decrease or increase is
calculated based on the average rate for 2008 and 2009 and for 2014 and 2015. This
means that the years in between are not taken into account.

Figure 2: total number of transplantations® per organ per year (2008-2015)
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* Deceased and living transplantations
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Implementation Action Plan

Priority Action 1: + Transplant donor coordinators have been
Promote the role of appointed: 90 at the local/hospital level and 8 at
transplant donor the regional level.

coordinators + Transplant donor coordinators have been

appointed: 90 at the local/hospital level and 8 at
the regional level.

+ Summary of the training:

e Base Training:
- ICU staff worker Personnel
- Experience of 3(5) years intensive
care (at least 4/5 time equivalent)
e Complementary Training:

+ Knowledge of the Belgian Law, the legal aspects
and ethical principles concerning Organ Donation
and Transplantation.

+ The knowledge of the mandatory informatics tool
for data register.

+ The knowledge of the system of invoices
concerning the Belgian Illlness and Disability
Insurance.

+ The knowledge of the methods of early detection of
brain death or cardiac death.

+ To act the haemodynamic surveillance of the
potential donor.

+ The communication with the intervening teams:
laboratories, transplant coordinators ,teams from
abroad.

+ The centralization of all the data concerning
retrieval of organs and tissues and have them
actualized.

e The trainings have not been tested for
effectiveness.

e Belgium does not use an accreditation scheme, but
each donor coordinator receives a training every
year of the ministry of health. Each Transplant
centre must organize a symposium for the
collaborating donor hospitals. Transplant
coordinators have an international training, such as
TPM or ESOT course.

e The EU Action Plan has not influenced national
policy on transplant donor coordinators.

e The EU supported activities have not contributed to
the promotion of the role of the transplant donor
coordinators, because Belgium did that already.

Priority Action 2: + The government has stimulated initiatives to
Promote Quality improve the quality of the identification of potential
Improvement Programmes donors, the donation process, the procurement

process, the transplantation process, and the
follow-up care.

+ The EU Action Plan has influenced the national
policy on Quality Improvement Programmes
through National audits.

e EU supported activities have not contributed to the
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promotion of Quality Improvement Programmes.

Priority Action 3: + Belgium has directed’”* living  donation
Exchange of best practices programmes. Belgium does not require a certain
on living donation relationship for LOD, but has established

procedural safeguards. The living donor must have
the capacity to give consent. Consent in writing.
The Belgian law stipulates a subsidiarity for certain
defined cases only: if the removal of an organ may
have serious consequences for the donor or if it
relates to a non-regenerative organ, LOD can only
be conducted if the recipient's life is at risk and the
deceased organ donation does not produce an
equally satisfactory result. This is held to be
justified by the risks LOD imposes on the donor and
by the need for protection of living donors against
external pressure, such as money offers to sell
their organs. Mostly, de donor is emotional related.
Since the last 2 years, we started also a cross-over
program between the Belgian centres.

+ There also are undirected Iliving donation
programmes with no restrictions regarding the
donor-recipient relationship.

+ 7 hospitals have a living donation program.

+ There is an independent body to evaluate the living
donor before the start of the procedure.

+ A register is established at the national level and at
the centre/hospital level to evaluate and guarantee
the health and safety of living donors.

+ Organ trafficking is prohibited by law, and Belgium
has ratified the Council of Europe Convention.

+ National policy on living donation programs is
influenced by the EU Action Plan through the living
donor register.

e EU supported activities did not contribute to the
promotion of living donation programs.

Priority Action 4: + There are communication guidelines for informing

Improve the knowledge and the public. Belgium deploys programs to improve

communication skills of knowledge and communication skills of all health

health professionals and care (hospital) personnel and patient associations.

patient support groups + Periodic meetings have been organised with
journalists.

+ Guidelines and deliverables developed by EU
supported activities are used to inform the public,
improve knowledge and skills of health
professionals and of patient support groups and to
organise periodic meetings with journalists.

+ The national policy on public awareness of organ
donation is not influenced by the EU Action Plan,
there were actions at the time of the European
Donor Day.

71 We are aware that the use of the definition ‘related and unrelated living donation’
is more common in practice. For comparison with 2012, we asked for directed and
undirected living donation, which is defined as follows: Undirected living donation
(or altruistic living donation) means making a living donation to strangers. Directed
living donation means that the donor and recipient have a social relationship

(partner, family or friend).
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+ The EU supported activity EDD contributed to the
promotion of public awareness.

Priority Action 5: e Belgium does not provide easily accessible

Facilitate the identification of information to its citizens about their legal position

organ donors across Europe as a possible donor in other countries across the
EU.

+ The following people can legally be donors in
Belgium: residents with a foreign nationality who
die in Belgium, and non-residents who die in
Belgium.

+ Criteria required to be admitted to the waiting list:
residency in Belgium, local nationality. Everyone
who is 6 months domiciliated in Belgium can be a
donor or can come on the waiting list.

e National policy on cross-border donation is not
influenced by the EU Action Plan. We are working
with EUROTRANSPLANT.

e EU supported activities did not contribute to the
identification of cross-border donors.

Priority Action 6: e Belgium is not involved in twinning projects.
Enhancing organisational

e It is not known whether transplantation centres or
models

hospitals participate in any networks.

e The organisational model of the donation and
transplantation system is not influenced by the EU
Action Plan.

e EU supported activities did not contribute to
enhancing the organisational model of the donation
and transplantation system.

Priority Action 7: + Belgium has agreements with other countries for

Promote EU-wide exchanging organs, treating each other’s patients,

agreements on aspects of supporting the development of new transplantation

transplantation medicine programmes, training/certifying health care

professionals (surgeons, coordinators), collecting
data, research activities, and other aspects of
transplant medicine. Working together with
Eurotransplant. Supporting programs with other
countries like split liver transplantation, robot-
transplantation, DCD. Welcome other specialists of
countries who are starting with specific programs.

+ Belgium has agreements with other countries to
prevent and address organ trafficking: the main
challenges are: Organ transplantation for children,
helping starting with programs.

e The development of EU-wide agreements is not
influenced by the EU Action Plan.

e EU supported activities did not contribute to this
development.

Priority Action 8: + Belgium is part of a fixed -collaboration: a

Facilitate the interchange of multilateral collaboration, namely Eurotransplant.

organs between national + Patient groups involved are: all patients.

Evireries + Organs involved are liver, kidney, heart, lung,

pancreas, small bowel. Further information on
cross-border transplantation can be found with
Eurotransplant.

+ Belgium has procedures for the exchange of organs
of urgent and difficult-to-treat patients.
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+ Organs involved are liver, kidney, heart, lung,
pancreas, small bowel.

+ Belgium participates in the use of the FOEDUS IT-
tool for the facilitation of cross-border exchange.

e The national policy on the interchange of organs is
not influenced by the EU Action Plan.

e EU activities did not contribute to the interchange
of organs between countries.

Priority Action 9: + Post-transplant results of organ recipients are
Evaluation of post-transplant evaluated on a national level, results are
results systematically collected in a database/register at

the national level.

+ Results are measured 3 and 12 months after
transplantation.

+ The evaluation of post-transplant results is
supported by a vigilance system.

+ Donor organs are accepted from patients with
diabetes mellitus, hypertension, renal insufficiency,
infectious diseases such as hepatitis, HIV, and from
donors older than 60 years.

+ National policy on the evaluation of post-transplant
results is influenced by the EU Action Plan.

Priority Action 10: e Procurement organisations and transplantation
Promote a common centres are not yet controlled or audited on a
accreditation system regular basis.

+ Belgium promotes an accreditation system for
procurement organisations and transplantation
centres.

+ The accreditation systems used are for donation
(coordinators) and for procurement (surgeons).

+ The EU Action Plan has influenced national policy
on the promotion of accreditation systems.

e EU supported activities did not contribute to the
promotion of accreditation systems.

Participation in EU-funded projects during the Action Plan period (2009-
2015)

In 2010 and 2011 the country participated in the working group on indicators’?.
Furthermore, it participated in the working group on deceased donation and the
working group on living donation. In addition, Belgium is a member of the Council of
Europe Committee (Partial Agreement) on Organ Transplantation (CD-P-TO*"3).

Conclusion

Both Belgium’s deceased and living donation rates increased since 2008, which is
positive. There are still opportunities for Belgium to increase their living donation rate
and chances are lying within the field of small bowel transplantation.

The Belgian CA stated the importance for Belgium of the European guideline that
introduces transplant donor coordinators in every hospital. European protocols are
important tools to help each hospital with reporting and registration of donor and
transplant activities.

172 For more information about the working groups, see chapter 3.

173 For more information about CD-P-TO, see Annex 3.
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Also, in Belgium it is important to continue with the current policy. The results are
good, but they have to be maintained. Budgets are under pressure. The government
must be convinced that the present funding is needed for continuing the registration,
training of medical personnel, etc.

Finally, at the European level the ‘allocation’ programs like Eurotransplant are
important, better cooperation is needed according to Belgium. People often do not
think about organ donation when they are dealing with very ill children. More
international exchange of knowledge and of information about potential donors and
receivers is needed.
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3. Bulgaria

Background information*’*

With a deceased donation rate PMP between 5 and 10 in 2015, Bulgaria’s deceased
donation rate PMP is amongst the lowest of the countries included in this study. In
2015, deceased donor transplant procedures were carried out involving kidneys,
livers, and hearts. With a living kidney donation rate PMP of less than 5 in 2015,
Bulgaria’s living kidney donation rate PMP is among the lowest of the countries
included in this study. In 2015 living donor transplant procedures were carried out
involving kidney and liver. Donor organs are allocated at national level.

Since 2007, an opt-out system is in place.

Financing of organ donation

In case of deceased donation, financing is regulated by the Law on Transplantation of
Organs, Tissues and Cells, Regulation No. 29/2007. In case of living donation, a state
owned or state-controlled institution pays the expenses incurred by the donor, based
on the Law on Transplantation of Organs, Tissues and Cells Regulation N0.29/2007.

174 Sources: FACTOR survey filled in by national Competent Authority, Information
provided by H. Nys, November 2012, Lopp, L. (2012). Final Report: A Common
Frame of Reference for European Laws on Living Organ Donation, Work Package 3:
Legal Restrictions and Safeguards for Living Donation in Europe / Part I: Unrelated

Organ Donation (EULOD project) EULOD.
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Key figures'’®

Populatlon in millions
Family refusal rate 8/10 - 4/24 3/10 0/9 5/21 6/38 17/36

(refusals/times asked)

Actual deceased donation rate 8/1.1 11/1.520/2.74/0.5 2/0.3 21/2.938/5.345/6.3
(total/per million population,

pmp)

Multi-organ donation rates (% 70 100 80 50 - 100 57.9 -

of total)

Number of utilised donors - - - - - -

(total/per million

population)*’®

Number of donors after - 0 - 0 0 - - -
circulatory death - DCD

Number of donors older than 0 0 - - - 2

60

Kidney - 4 4 4 4 4 3
Liver - 2 2 2 4 3 3 3
Heart - 2 2 2 2 2 2 2
Lung - 0] 1 0 - - - 0
Pancreas - 0 0 0 0 - - 0
Bowel - 0 0 0 0 - - 0
Kidney 6/0.9 17/2.336/4.88/1.14/0.5 17/2.444/6.138/5.4
Liver 5/0.7 9/1.2 13/1.73/0.4 2/0.3 7/1.0 18/2.515/2.1
Heart 3/0.4 5/0.7 5/0.7 2/0.3 2/0.3 4/0.6 4/0.6 7/1
Lung 0 0 0 0 - - 0 0/0
Pancreas 0 0 0 0 0 0 - 0/0
Bowel 0 0 0 0 0 - 0 0/0
Kidney 11/1.615/2.012/1.69/1.2 9/1.2 11/1.512/1.713/1.8
Liver 4/0.6 4/0.5 2/0.3 3/0.4 2/0.3 - 1/0.1 1/0.1

- = not known to the research team

17> Numbers are based on the Transplant Newsletter of the Council of Europe, and
corrected by the Competent Authority.

17¢ No separate information was given for the number of utilised donors.
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Figure 1: Deceased Donation (DD) rates per million population (PMP) and Living
Donation (LD) rates per million population (PMP) from 2008-2015 in Bulgaria*
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* Deceased Donation rates are based on the numbers as published in the Transplant
Newsletter and corrected by the Competent Authority. Living Donation rates are
calculated by adding numbers of living liver and living kidney transplant procedures,
divided by the population in millions. The percentage decrease or increase is
calculated based on the average rate for 2008 and 2009 and for 2014 and 2015. This
means that the years in between are not taken into account.

Figure 2: total number of transplantations® per organ per year (2008-2015)
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Implementation Action Plan

Priority Action 1: + Transplant donor coordinators have been appointed
Promote the role of at the local/hospital level.

transplant donor + Transplant donor coordinators receive regular
coordinators training.

+ The training is on all topics related to the detection
of the potential donor, diagnosis and maintenance
of a potential donor with detected brain death;
obtaining family consent; extended criteria donor.

e The trainings have not yet been tested for
effectiveness.

e Bulgaria does not use an accreditation scheme.

+ The EU Action Plan has influenced national policy
on transplant donor coordinators: We consider that
the transplant donor coordinators who have been
well trained will be sure they work according to
European donation criteria.

+ The EU supported activities have contributed to the
promotion of the role of the transplant donor
coordinators: by exchange of experience and
deepening the knowledge.

Priority Action 2: + The government has stimulated initiatives to

Promote Quality improve the quality of the identification of potential

Improvement Programmes donors, the donation process, and the procurement
process.

+ The EU Action Plan will influence the national policy
on Quality Improvement Programmes in the future
by creating programmes for quality improvement.

e It is not known whether EU supported activities
have contributed to the promotion of Quality
Improvement Programmes. Bulgaria did not
participate in ODEQUS.

Priority Action 3: e Bulgaria does not have directed'’’ living donation
Exchange of best practices programmes: Only Bulgaria, Estonia and Lithuania
on living donation determine the range of possible donor-recipient

relationships exactly without providing an open
clause. The laws of Bulgaria, the Czech Republic,
Finland, Lithuania, Moldova, Slovakia, Slovenia and
Switzerland contain a provision stating that
performing LOD is only legitimate when other
methods of therapy are less effective or do not
provide comparable efficiency. In Austria, Germany
and the Netherlands, donor and recipient are
included in a post-care process. In contrast,
Bulgaria, the Czech Republic, Portugal and Spain
only concentrate on one of the patients.

e There are no undirected Iliving donation
programmes.

77 We are aware that the use of the definition ‘related and unrelated living donation’ is
more common in practice. For comparison with 2012, we asked for directed and
undirected living donation, which is defined as follows: Undirected living donation
(or altruistic living donation) means making a living donation to strangers. Directed
living donation means that the donor and recipient have a social relationship

(partner, family or friend).
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+
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+
+
+
+
Priority Action 4: °
Improve the knowledge and
communication skills of +
health professionals and
patient support groups
+
+
+
+
Priority Action 5: +

Facilitate the identification of
organ donors across Europe
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5 hospitals have living donation program.

There is no independent body to evaluate the living
donor before the start of the procedure.

A register is established at the centre/hospital level
to evaluate and guarantee the health and safety of
living donors.

Organ trafficking is prohibited by law, but Bulgaria
has not ratified the Council of Europe Convention.
National policy on living donation programs is
influenced by the EU Action Plan through upgrading
our registers on living donors.

EU supported activities will be useful for Bulgaria.
They participated only in ACCORD and COORENOR.
There are no communication guidelines for
informing the public yet.

Bulgaria deploys programs to improve knowledge
and communication skills of health professionals
and of patient support groups.

Periodic meetings have been organised with
journalists.

Guidelines and deliverables developed by EU
supported activities are used to inform the public,
improve knowledge and skills of health
professionals and of patient support groups and to
organise periodic meetings with journalists.

The national policy on public awareness of organ
donation is influenced by the EU Action Plan: The
public awareness policy of organ donation and
transplantation of our institution is based on very
strong collaboration with mass media (TV, radios,
newspapers, social networks). The participation in
different kind of programmes, related to
community health and social status give us the
opportunity to improve the knowledge and public
information on the subjects like donation and
transplantation. The organization of seminars and
open lessons with health specialists, students at
schools and universities, and patients’ associations
help the Bulgarian Executive Agency for
Transplantation to reach more and different
representatives of the society (students, academic
fields in general, citizens, interested people in
donation and transplantation).

EU supported activities contribute to the promotion
of public awareness: The Journalist Workshops
increase the knowledge of the participants about
organ donation and transplantation and thus they
can increase the public awareness on these
subjects. EU supported activities, such as FOEDUS,
create valuable guidelines and train the health
professionals how to communicate about donation
and transplantation.

Bulgaria provides easily accessible information to
its citizens about their legal position as a possible
donor in other countries across the EU. The society
is informed and there is an Ordinance concerning
the possibility of cross-border transplantation that
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is regulated by a Commission to the Ministry of
Health. Currently the opportunity for cross-border
exchange can be used by patients who need
transplantations, which are not performed in
Bulgaria.

+ The following people can legally be donors in
Bulgaria: residents with a foreign nationality who
die in Bulgaria.

+ Criteria required to be admitted to the waiting list:
residency in Bulgaria, local nationality, signed up
with local social security or health care insurance.

+ 100% of transplanted patients are local residents.

+ National policy on cross-border donation is
influenced by the EU Action Plan: We have not yet
direct influence as a result of the EU Action Plan.
We have started activity with EUROTRANSPLANT
according to our Twinning Agreement with
EUROTRANSPLANT.

+ EU supported activities contribute to the
identification of cross-border donors: We expect
increasing the cases of cross border organ
exchange in near future.

Priority Action 6: + Bulgaria is involved in twinning projects, its role is
Enhancing organisational learning, various topics are addressed.
models + Bulgaria has been working together with France,

Spain, Italy, Slovenia, and Croatia.

+ These projects led to the following changes:
Increasing deceased donation due to improvement
of organization on a hospital and a national level;
establishment of registries on organ donation and
transplantation; increasing public awareness.

+ It is known that Bulgaria uses structural funds
and/or other community instruments for the
purpose of the development of transplantation
systems: Projects funded by the EU Health
Programmes of the European Union- Horizon 2020.

+ Transplantation centres or hospitals do not
participate in any networks. Bulgaria does not have
centres of reference.

+ The organisational model of the donation and
transplantation system is influenced by the EU
Action Plan: Bulgarian National policy is according
to the EU Action Plan and we hope we will achieve
a higher rate of donation and transplantation as we
have increased the public awareness on the
problem in the society and in the patient support
groups on organ transplantation.

+ EU supported activities contribute to enhancing the
organisational model of the donation and
transplantation system: In the framework of
ACCORD JA we have had support for drawing up
updated SOP-s, which are useful for implementing
more efficient and effective policies of deceased

donation.
Priority Action 7: + Bulgaria has agreements with other countries for
Promote EU-wide exchanging organs: They have a Twinning
agreements on aspects of Agreement, Model A, with Eurotransplant since
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transplantation medicine

Priority Action 8:
Facilitate the interchange of
organs between national
authorities
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2013.

Bulgaria does not yet have agreements with other
countries to prevent and address organ trafficking:
the main challenges are: considering to be good
when the health establishments, by each suspicious
action for organ trafficking, to inform the police and
BEAT about that case. Years ago there have been
cases when people have travelled abroad with the
only purpose to sell an organ — mainly kidney.
Future research programs should ideally focus on
the following: To organize and conduct a national
research on the relationship between the most
frequent organ/organs in trafficking of people for
organs and the rate of morbidity/end-stage
diseases resulting in the same organ/organs. As
well in these programs to be included general
practitioners, health establishments, BEAT,
patients’ organizations and the legislative
authorities.

The development of EU-wide agreements is
influenced by the EU Action Plan, but Bulgaria has
only one Agreement with Eurotransplant, which is
mentioned above. Bulgaria, through the BEAT, has
been one of the first EU countries - participants and
users of the CORRENOR portal since 2014. We will
sign in addition an Agreement for maintenance of
the FOEDUS IT platform for cross border organ
exchange.

EU supported activities contribute to this
development: As a result of these EU supported
activities we have signed an Agreement with
Eurotransplant and participate in the use of the
COORENOR/FOEDUS portal.

Bulgaria is part of a fixed collaboration: bilateral
collaborations, with (neighbouring?) countries and
Eurotransplant.

Patient groups involved are: all patients.

Organs involved are liver, kidney, heart, lung,
pancreas, small bowel, and combined
transplantations.

In 2015 5 organs left the country.

In 2015, Bulgaria has offered 7 ‘non-allocated’
organs (liver, heart, lung) to other countries.

The procedure for non-allocated organs is not
evaluated.

Bulgaria has no procedure for the exchange of
organs of urgent and difficult-to-treat patients, but
5 organs for difficult —to-treat patients were
exchanged across borders.

Bulgaria participates in the use of the FOEDUS IT-
tool for the facilitation of cross-border exchange.
The national policy on the interchange of organs is
influenced by the EU Action Plan. This
interexchange is important for Bulgaria because
currently no transplantations are performed of
lungs, heart-lungs, pancreas and small bowel. In
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this way there is an opportunity for patients with
severe diseases, who are in need of organ
transplant to be treated on time.

+ EU activities contributed to the interchange of
organs between countries: Bulgaria has
participated in COORENOR JA and FOEDUS JA and
we consider that they contribute very much to the
interexchange of organs via the exchange platform
and generally by regulating the policies of the
countries on interexchange and the opportunity for
sharing good practices on this topic.

Priority Action 9: + Post-transplant results of organ recipients are
Evaluation of post-transplant evaluated on a national level, results are
results systematically collected in a database/register at

the national level.

+ Results are measured 3, 6 and 12 months after
transplantation, starting 2 times a week after
leaving the hospital and afterwards on regular
protocol as stated above.

e The evaluation of post-transplant results is not
supported by a vigilance system.

+ Donor organs are accepted from patients with
diabetes mellitus, hypertension, infectious diseases
such as hepatitis, and from donors older than 60
years.

+ National policy on the evaluation of post-transplant
results will be influenced by the EU Action Plan:
The active post-transplant follow-up will contribute
to analyses of the results of organ transplantations
and the shortcomings, determined during the
follow-up, which will assist to their suspension and

elimination.
Priority Action 10: + Procurement organisations and transplantation
Promote a common centres are controlled or audited on a regular basis.
accreditation system e Bulgaria does not promote an accreditation system
for procurement organisations and transplantation
centres.

+ The EU Action Plan will influence national policy on
the promotion of accreditation systems: The need
of implementing an accreditation system is obvious
and it will help us to build a common accreditation
system on EU level that will provide support to all
healing establishments for organ donation and
transplantation.

+ EU supported activities contribute to the promotion
of accreditation systems:  they will contribute for
establishing an accreditation system on donor
procurement and transplantation programs in our
country using the EU members’ experience and
experts.
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Participation in EU-funded projects during the Action Plan period (2009-
2015)

Regarding EU-funded projects Bulgaria was leader of a core'’® work package in the
projects EULOD'’® and was an associated partner in ETPOD and is an associated
partner in ACCORD and FOEDUS. Bulgaria is co—beneficiary in the HOTT-project*®°.

8

In 2010, 2011 and 2012, the country participated in the data collection under the
working group on indicators'®. In addition, it is a member of the Council of Europe
Committee (Partial Agreement) on Organ Transplantation (CD-P-TO®?),

Conclusions

Overall, Bulgaria’s deceased donor rates increased since 2008, but they decreased
between 2009-2010 and between 2011-2012 they decreased to critical level. From
2013 the DD transplants increased 8-10 times. For Bulgaria, there are chances to
increase their deceased and living donation rates. Furthermore, chances lie within the
area of expanded criteria donors, DCD, aged donors, and multi organ donation. For
the latter subject, exchange programmes with other countries could increase the
efficient use of donors across Europe.

CA in Bulgaria reported that the Action Plan helped Bulgaria to reorganize its organ
donation system. All priority actions are important. It is very important to have
transplant donor coordinators in every hospital. What is also very important to
Bulgaria is the international contacts and collaboration, to learn from other countries
about the best practice on living donation programs, to have a closer relationship with
the medical staff in other countries and learn from other countries about their audit-
system. Bulgaria is not a Member of Eurotransplant, but started an organ exchange
program.

Until a few years ago Bulgaria had a very low number of organ donations (0.3 per
million). The priorities in Bulgaria for the next 5 years are to rebuild its organ donation
and transplant infrastructure, to establish a transplant donor coordinator in every
hospital, to train IC doctors and to increase public awareness.

The next step for the EU as a whole would be according to Bulgaria, first, to continue
with the annual meetings of the Competent Authorities. These meetings are very
important to see and discuss practical examples from different countries. Next,
Bulgaria would like to see an increase in the number of scientific meetings with
doctors from the field. Third, to further improve cross-border organ exchange
international cooperation is very important, not only for the program, but for the
health of patients.

178 Core means that the focus of the work package is more on the content of organ

donation and transplantation, while other types of work packages are more
focused on coordination, evaluation and dissemination of the results.

For more information about EU-funded projects, see chapter 3.

Hottproject.com

For more information about the working groups, see chapter 3.

For more information about CD-P-TO, see Annex 3.

179
180
181
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4. Croatia

Background information*®3

With a deceased donation rate PMP of 40 organ donors PMP in 2015, Croatia’s
deceased donation rate is amongst the highest of the countries included in this study.
In 2015, deceased donor transplant procedures were carried out involving kidneys,
livers, hearts and pancreases. Croatia has a relatively high number of liver
transplants. With a living kidney donation rate PMP of less than 5 in 2015, Croatia’s
living kidney donation rate PMP is among the lower of the countries included in this
study. In 2015 living donor transplant procedures were carried out regarding liver and
kidney. Croatia is part of Eurotransplant’® and donor organs are allocated through
Eurotransplant.

A National Action Plan was presented at an Action Plan meeting (future Competent
Authority meeting) on 25-26 November 2009.

An opt-out system is in place.

Financing of organ donation
In case of deceased donation, incentives are paid to the donor hospital.

183 Sources: FACTOR survey filled in by national Competent Authority, Competent
Authority Croatia. (2009). Presentation National Action Plan Croatia, 25-26
November 2009, Eurotransplant (2009). Yearly Statistics 2008, Eurotransplant
(2011b). Yearly Statistics 2010.

184 Regarding EU-funded projects, Eurotransplant was coordinator of EFRETOS, core

work package leader of EDD and FOEDUS, and partner in COORENOR.
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Key figures®®

Populatlon in millions 4 4 4 4 4 3 4 3 4 2
Family refusal rate - - 32/167 42/192 - 39/19139/19033/202

(refusals/times asked)

Actual deceased donation 83/ 78/ 135/ 150/ 153/ 144/ 151/ 169/
rate (total/per million 18.7 17.7 30.7 34 34.8 33.5 35.1 40.2
population, pmp)

Multi-organ donation 83.1 82.1 85.8 87.8 92.8 82.6 14.6 68
rates (% of total)

Number of utilised 79/17.6 127/28.6144/33.5- - --

donors (total/pmp)

Number of donors after 0 - 0 - 0 0 0 0

circulatory death - DCD

Number of donors older - - - - - 62

than 60

Kidney - - 4 4 4 4 4 4

Liver - - 3 3 4 2 2 2

Heart - - 2 2 2 2 2 2

Lung - - 0 0 - 0 0 0

Pancreas - - 1 1 1 - 3 1

Bowel - - 1 - - 1 - 1

Kidney 149/ 156/ 224/ 228/ 222/ 205/ 186/ 208/
33.9 35.5 50.9 51.8 50.5 47.7 43.2 49.5

Liver 64/ 60/ 103/ 121/ 124/ 114/ 124/ 139/
14.5 13.6 23.4 27.5 28.2 26.5 28.8 33.1

Heart 20/4.5 20 36/8.2 38/8.6 44/1033/7.7 34/7.9 37/8.8

/4.5
Lung - - - - 0 0 0 0/0
Pancreas 14/3.2 13 6/1.4 12/2.7 8/1.87/1.2 5/1.2 8/1.9
/2.9

Bowel - - - - - 0 0 0/0

Kidney 9/2.0 14/3.220/4.5 9/2.0 9/2 3/0.7 11/2.65/1.2

Liver 1/0.2 2/0.5 2/0.5 3/0.7 4/0.9 1/0.2 1/- 2/0.5

- = not known to the research team

185 Numbers are based on the Transplant Newsletter of the Council of Europe, and

corrected by the Competent Authority.
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Figure 1: Deceased Donation (DD) rates per million population (PMP) and Living

Donation (LD) rates per million population (PMP) from 2008-2015 in Croatia*
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* Deceased Donation rates are based on the numbers as published in the Transplant
Newsletter. Living Donation rates are calculated by adding numbers of living liver and
living kidney transplant procedures, divided by the population
percentage decrease or increase is calculated based on the average rate for 2008 and
2009 and for 2014 and 2015. This means that the years in between are not taken into

account.

Figure 2: total number of transplantations* per organ per year (2008-2015)
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Implementation Action Plan

Priority Action 1:
Promote the role of
transplant donor
coordinators

Priority Action 2:
Promote Quality
Improvement Programmes

Priority Action 3:
Exchange of best practices
on living donation

Transplant donor coordinators have been
appointed: 28 at the local/hospital level and 1 + 6
junior at the national level.

Transplant donor coordinators receive initial
training.

Summary of the training: Training programs on
optimal donor management for coordinators have
been launched on national level. Transplant
Procurement Management TPM training, Barcelona
- international level- every year 3 Croatian
participants attend the TPM course.

The trainings have been tested for effectiveness.

Croatia uses an accreditation scheme to qualify
transplant donor coordinators: EDTCO transplant
coordinators certification.

The EU Action Plan has influenced national policy
on transplant donor coordinators: Promoting the
role of transplant coordinators in every hospital
where there is potential for organ donation.
Continuous education of transplant coordinators in
order to reach the full potential of deceased
donations in their hospitals.

No information whether the EU supported activities
have contributed to the promotion of the role of the
transplant donor coordinators.

The government has stimulated initiatives to
improve the quality of the identification of potential
donors, the donation process, the procurement
process and the transplantation process.

The EU Action Plan has influenced the national
policy on Quality Improvement Programmes:
Croatia started Donor quality assurance program
and its implementation resulted in some
improvements.

No information about the contribution of EU
supported activities to the promotion of Quality
Improvement Programmes.

Croatia has directed*®® living donation programmes.
Croatia requires the consent to be approved by an
Ethical Committee of the transplant center and also
explicitly require the recipient to consent as well.
There also are undirected Iliving donation
programmes: Croatia allows living donation
(including altruistic donations under specific
conditions defined by legislation); Hospital ethical
committees are evaluating bodies of living donors;
Register of Living Donors already in place under

186 We are aware that the use of the definition ‘related and unrelated living donation’ is
more common in practice. For comparison with 2012, we asked for directed and
undirected living donation, which is defined as follows: Undirected living donation
(or altruistic living donation) means making a living donation to strangers. Directed
living donation means that the donor and recipient have a social relationship

(partner, family or friend).
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Eurotransplant membership (database) however
without donor follow up (future plans include donor
follow up program).

+ 3 hospitals have a living donation program.

+ There is an independent body to evaluate the living
donor before the start of the procedure.

+ A register is established at the centre/hospital level
to evaluate and guarantee the health and safety of
living donors.

+ Organ trafficking is prohibited by law, but Croatia
has not yet ratified the Council of Europe
Convention.

+ National policy on living donation programs is
influenced by the EU Action Plan: Exchange of best
practices on living donation programmes among EU
Member States; Development of registers of living
donors and transplanted patients.

e No information whether EU supported activities
contributed to the promotion of living donation

programs.
Priority Action 4: + There are communication guidelines for informing
Improve the knowledge and the public. Croatia deploys programs to improve
communication skills of knowledge and communication skills of for
health professionals and healthcare professionals involved in transplant
patient support groups program and patient support groups.

+ Periodic meetings have been organised with

journalists.

+ Guidelines and deliverables developed by EU
supported activities are used to inform the public,
improve knowledge and skills of health
professionals and of patient support groups and to
organise periodic meetings with journalists.

+ The national policy on public awareness of organ
donation is influenced by the EU Action Plan: In
public it all begins and everything ends. So, it is of
outmost importance to communicate with the
public in order to create the positive attitude
toward organ donation. The EU projects such as
European Donor day, FOEDUS and also Journalist
workshops are helpful materials that provide
guidelines how to communicate with public.

e No information whether The EU supported activities
contributed to the promotion of public awareness.

Priority Action 5: + Croatia provides easily accessible information to its
Facilitate the identification of citizens about their legal position as a possible
organ donors across Europe donor in other countries across the EU: by media,

web portal, emails.

+ The following people can legally be donors in
Croatia: residents with a foreign nationality who die
in Croatia, and non-residents who die in Croatia.

+ Criteria required to be admitted to the waiting list:
residency in Croatia, local nationality and signed up
with local social security or health care insurance.

+ 99% of transplanted patients are local residents.

e No information whether national policy on cross-
border donation is influenced by the EU Action Plan.
Croatia is member of Eurotransplant International
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Priority Action 6:
Enhancing organisational
models

Priority Action 7:
Promote EU-wide
agreements on aspects of
transplantation medicine

Priority Action 8:
Facilitate the interchange of
organs between national
authorities

160

Foundation and ET is responsible for organ
exchange and allocation.

EU supported activities did not contribute to the
identification of cross-border donors.

Croatia is involved in twinning projects, in a
learning and a teaching role: ACCORD, FOEDUS,
ODEQUS, IPA 2009 twinning project. Croatia
indicates that it has been involved in a twinning
project with Austria, in the framework of the
University of Vienna Lung Transplant Program.
Croatia has been cooperating with SEEHN
countries: Romania (February 2014) - FYR of
Macedonia (February 2014) - Montenegro (June
2014) - Albania (June 2014) - Serbia (November
2014) - Federation of Bosnia and Herzegovina
(November 2014) and Austria. This has led to
Progress of transplant activities in SEEHN
countries.

Croatia has plans to use structural funds: TAIEX,
HORIZON 2020.

Transplantation centres or hospitals participate in
networks, but these are not specified.

No information whether the organisational model of
the donation and transplantation system s
influenced by the EU Action Plan.

EU supported activities did not contribute to
enhancing the organisational model of the donation
and transplantation system.

Croatia has agreements with other countries for
exchanging organs, treating each other’s patients,
supporting the development of new transplantation
programmes, training/certifying health  care
professionals (surgeons, coordinators) and
collecting data. Croatia is member of
Eurotransplant since 2007.

Croatia does not have agreements with other
countries to prevent and address organ trafficking:
the main challenges are: - to prevent and combat
the trafficking in human organs by providing for the
criminalisation of certain acts; - to protect the
rights of victims - to facilitate co-operation at
national and international levels on action against
the trafficking in human organs.

No information on the influence of the development
of EU-wide agreements by the EU Action Plan.

No information whether EU supported activities
contributed to this development.

Croatia is part of a fixed collaboration: a
multilateral collaboration, namely Eurotransplant.
Patient groups involved are: Patients with urgent
needs for transplantation and Paediatric patients.
Organs involved are liver, kidney, heart, lung,
pancreas, small bowel.

In 2015 119 organs came from abroad, 161 organs
left the country.

Croatia has offered non-allocated organs to other
countries, organs involved are liver, kidney, heart,
lung, pancreas, small bowel.
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e Procedures for offering non-allocated organs are
not evaluated.

+ Croatia has procedures for the exchange of organs
of urgent and difficult-to-treat patients, organs
involved are liver, kidney, heart, lung, pancreas,
small bowel.

e Croatia does not participate in the use of an IT-tool
for the facilitation of cross-border exchange.

e No information on the influence of the national
policy on the interchange of organs by the EU
Action Plan.

e No information whether EU activities contributed to
the interchange of organs between countries.

Priority Action 9: e Post-transplant results of organ recipients are not
Evaluation of post-transplant yet evaluated on a national level.
results + Results are measured 3, 6 and 12 months after

transplantation.

+ The evaluation of post-transplant results is
supported by a vigilance system.

+ Donor organs are accepted from patients with
diabetes mellitus, hypertension, renal insufficiency,
infectious diseases such as hepatitis, and from
donors older than 60 years.

e No information on the influence of the national
policy on the evaluation of post-transplant results
by the EU Action Plan.

e EU supported activities did not contribute to the
evaluation of post-transplant results.

Priority Action 10: e Procurement organisations and transplantation
Promote a common centres are not yet controlled or audited on a
accreditation system regular basis.

+ Croatia promotes an accreditation system for
procurement organisations and transplantation
centres.

+ The accreditation systems used are for donation
(coordinators), for procurement (surgeons) and for
transplantation.

e No information on the influence of the EU Action
Plan on national policy on the promotion of
accreditation systems.

+ EU supported activities contributed to the
promotion of accreditation systems through a
training course in transplant donor coordination.

Participation in EU-funded projects during the Action Plan period (2009-
2015)

Regarding EU-funded projects Croatia was core work package leader in the project
EDD*®” (replacing Austria) and associated partner in ODEQUS, and partner in DOPKI.
The country is an associated partner in ACCORD and FOEDUS.

In 2011 and 2012, the country participated in data collection for the Working group on
indicators*®®. In addition, it is a member of the Council of Europe Committee (Partial

87 For more information about EU-funded projects, see chapter 3.

188 For more information about the working groups, see chapter 3.
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Agreement) on Organ Transplantation (CD-P-TO®9).

Conclusions

Croatia’s deceased donor rates increased since 2008, but the living donor rates
decreased slightly since 2008. Croatia is doing very well in the area of deceased
donation, but they may have opportunities to increase the living donation rates. Other
chances lie within small bowel transplantation and the use of expanded criteria
donors.

Croatia already had a high level of activities before the Action Plan was introduced.
However, according to the CA in Croatia the Action Plan helped with closely monitoring
all activities. Croatia appreciates the Action Plan and appreciates the efforts made by
the EU and think this should continue in the future.

A priority in Croatia for the next years is a long term follow up system for patients and
grafts, and a register of patients and grafts. Furthermore, a platform for exchange and
collaboration. The EU could help by facilitating consensus on this, to come to a
standardized way on how to follow up on patients and grafts, and have a register
which makes it possible to benchmark. Another priority for Croatia is register on living
donation, which is also an obligation of the EU Directive.

As a next step for the EU as a whole, the Croatian CA mentioned that registries are
already there, but a ‘register of registries’ is needed, or a common platform for
standardization in Europe. Therefore, Croatia thinks that European cooperation is still
needed.

18% For more information about CD-P-TO, see Annex 3.
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5. Cyprus

Background information*®°

The population of Cyprus relevant to Transplantation is rounded up to 800,000 (in fact
around 770,000 in the last Census of 2011 — the population was effectively unchanged
between 2008 to 2016). The Competent Authority in Cyprus has already written to the
authors of the CoE Newsletter to take this into account when drafting their statistics
(instead of using the UN published population figures which also include the population
in the occupied areas of Cyprus which are not under the effective control of the
Republic of Cyprus).

A new Transplant Law was implemented in 2012 incorporating the Directive for Quality
and Safety of organs intended for transplantation. Transplant Donor Coordinators were
appointed for Living and Deceased Donation

With a deceased donation rate PMP under 5 in 2015, Cyprus’ deceased donation rate
PMP is amongst the lowest of the countries included in this study. Deceased donor
transplant procedures were only carried out involving kidneys and Pancreas

With a living kidney donation rate PMP of above 20 in 2015, Cyprus’ living kidney
donation rate PMP is among the higher of the countries included in this study.
Transplant procedures from living donors were carried out for kidneys only.

Transplant Law allows deceased organ donation when a person had not expressed
objection and the next of kin had given consent.

199 sources: FACTOR survey filled in by national Competent Authority, Working Group
Living Donation Competent Authorities. (2010). Report on the legislation regarding
donation and transplantation of organs from living donors in eleven European

countries, Working group 1.
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Key figures®®*

Population in millions

Family refusal rate - 0/8 3/7 3/9 1/6 3/9 3/8 5/11
(refusals/times asked)

Actual deceased donation rate 13/ 8/ a4/ 6/ a4/ 6/ 5/ 3/
(total/per million population, 16.3 11.25 5 75 5 75 6.5 3.9
pmp)

Multi-organ donation rates (% 100 50 100 100 100 100 100 33
of total)

Number of utilised donors 1 1 1 2 0 0 2 2
(total/pmp)

Number of donors after = = 0 - 0 0 0 0

circulatory death - DCD

Number of donors older than - o = o o 2
60
Kidney 1 1 1 1 1 1 1 1
Liver . 5 u . 0 0 5 0
Heart - - - - 0 0 - 0
Lung — = — — 0 0 = 0
Pancreas = = = = 1 1 1 1
Bowel - - - s = 0 N 0
Kidney 24/30 15/18.88/10 12/15 5/6.3 9/11.3 9/11.3 1/1.3
Liver = = = 0 = = 0 0
Heart = = = = = 0] (0] 0
Lung = B o = o B 0 0
Pancreas = - - - 1/1.3 -/0 0 0
Bowel = = = - - 0 0 0
Kidney 34/ 20/25 24/30 15/ 24/30 23/ 22/ 19/
42.5 18.8 28.8 27.5 238
Liver - - = = = 0 0

- = not known to the research team

191 Numbers are based on the Transplant Newsletter of the Council of Europe, and

corrected by the Competent Authority.
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Figure 1: Deceased Donation (DD) rates per million population (PMP) and Living

Donation (LD) rates per million population (PMP) from 2008-2015 in Cyprus™*
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* Deceased Donation rates are based on the numbers as published in the Transplant
Newsletter, and corrected by the Competent Authority. Living Donation rates are
calculated by adding numbers of living liver and living kidney transplant procedures,
divided by the population in millions. The percentage decrease or increase is
calculated based on the average rate for 2008 and2009 and for 2014 and 2015. This
means that the years in between are not taken into account.

Figure 2: total number of transplantations* per organ per year (2008-2015)
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Implementation Action Plan

Priority Action 1:
Promote the role of
transplant donor
coordinators

Priority Action 2:
Promote Quality
Improvement Programmes

Priority Action 3:
Exchange of best practices
on living donation

Transplant donor coordinators have been
appointed: 3 at the national level (2 TDC of Living
Organ Transplantation and 1 TDC-.deceased organ
donation) and over the period of the coming years
3 TDC at the Local Hospital level for deceased
organ donation.

Transplant donor coordinators receive specific
training: Among other this training included
Advanced International Training in Transplant
Coordination, Family approach, Donor detection,
Brain Death, Organ allocation, Tissue and Cells
Donation, Training for Trainers, ETPOT training,
Master on organ donation, which were organised by
TPM,-DTI and University of Barcelona .The trainings
have not been tested for effectiveness.

Cyprus does not use national nor the UEMS
Certification for Transplant Coordinators as
accreditation scheme to qualify transplant donor
coordinators.

The EU Action Plan has influenced national policy
on transplant donor coordinators. The number of
transplant donor coordinators for deceased
donation was increased from one to four at local.
EU supported activities have not contributed to the
promotion of the role of the transplant donor
coordinators.

The government has stimulated initiatives to
improve the quality of the identification of potential
donors, the donation process, the procurement
process, the transplantation process and the follow-
up care.

The EU Action Plan has influenced the national
policy on Quality Improvement Programmes: Along
with the Directive 2010/53/EU, incorporating it to
the national legislation.

EU supported activities did not contribute to the
promotion of Quality Improvement Programmes.
Cyprus has directed®? living donation programmes.
The current legislation (Article 13 (5) provides for
the directed living donation for by blood relatives
up to third degree, or in case the Transplant
Council confirms “close personal relationship” that
Justifies altruistic donation from the donor to the
recipient.

There also are undirected Iliving donation
programmes.

1 hospital has a living donation program.

192 We are aware that the use of the definition ‘related and unrelated living donation’
is more common in practice. For comparison with 2012, we asked for directed and
undirected living donation, which is defined as follows: Undirected living donation
(or altruistic living donation) means making a living donation to strangers. Directed
living donation means that the donor and recipient have a social relationship

(partner, family or friend).
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+ There is an independent body to evaluate the living
donor before the start of the procedure.

+ A register is established at the national level to
evaluate and guarantee the health and safety of
living donors.

+ Organ trafficking is prohibited by law, but Cyprus
has not yet ratified the Council of Europe
Convention.

e No specific information on whether the national
policy on living donation programs is influenced by
the EU Action Plan, but EU Action Plan areas along
with the Directive 2010/53/EU, have been
incorporated into the national legislation.

e EU supported activities did not contribute to the
promotion of living donation programs.

Priority Action 4: + There are communication guidelines for informing
Improve the knowledge and the public (Website of Transplant Council
communication skills of www.moh.gov.cy and written information material)
health professionals and + Cyprus deploys programs to improve knowledge
patient support groups and communication skills of for all health care

(hospital) personnel and patient support groups.

+ Periodic meetings have been organised with
journalists.

+ Guidelines and deliverables developed by EU
supported activities are used to inform the public,
improve knowledge and skills of health
professionals and of patient support groups and to
organise periodic meetings with journalists.

+ The national policy on public awareness of organ
donation is influenced by the EU Action Plan:
Principles of EU Action Plan indirectly influenced it
along with the Directive 2010/53/EU, incorporating
them into the national legislation.

+ EU supported activities contributed to the
promotion of public awareness: indirectly along
with other related activities.

Priority Action 5: + Cyprus provides easily accessible information to its

Facilitate the identification of citizens about their legal position as a possible

organ donors across Europe donor in other countries across the EU: MOH
websites.

+ The following people can legally be donors in
Cyprus: residents with a foreign nationality who die
in Cyprus, non-residents who die in Cyprus and
illegal persons who die in Cyprus.

+ Criteria required to be admitted to the waiting list:
residency in Cyprus, medical criteria.

+ 100% of transplanted patients are local residents.

e No information whether national policy on cross-
border donation is influenced by the EU Action Plan.

e EU supported activities did not contribute to the
identification of cross-border donors.

Priority Action 6: + Cyprus is involved in twinning projects, in a
Enhancing organisational learning role: Cyprus has been involved in a
models twinning project with Italy. The subject of the

project was to develop a system for accreditation
and audit of donation and transplantation activities,
based on the Italian Model. Austria indicated that
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Priority Action 7:
Promote EU-wide
agreements on aspects of
transplantation medicine

Priority Action 8:
Facilitate the interchange of
organs between national
authorities

168

they have been involved in twinning project with
Cyprus on lung transplantation. These projects did
not yet lead to change.

Cyprus has not used structural funds and/or other
community instruments (EU funding) for this
purpose.

Transplantation centres or hospitals do not
participate in networks. There is a single hospital in
the Country where Donation and Transplantation
activity takes place.

No information whether the organisational model of
the donation and transplantation system s
influenced by the EU Action Plan.

EU supported activities did not contribute to
enhancing the organisational model of the donation
and transplantation system.

Cyprus has agreements with other countries for
exchanging organs and treating each other’s
patients and MOU with Austria for lung transplant.
Cyprus does not have agreements with other
countries to prevent and address organ trafficking:
the main challenges are: No problems of organ
trafficking are encountered in Cyprus. The small
size of the Country, the use of a single hospital for
all Transplant and Donor activities makes
supervision of activities very easy.

No information on the influence of the development
of EU-wide agreements by the EU Action Plan, but
EU Action Plan issues along with Directive
2010/53/EU, were incorporated into the national
legislation.

EU supported activities did not contribute to this
development.

Cyprus is not yet part of a fixed collaboration.
However the Ministry of Health is currently in
discussion with Israel for facilitating a Paired
Exchange Scheme.

In 2015 no organs came from abroad.

Cyprus has offered 4 non-allocated kidneys to other
country because no recipient matched through the
national allocation system.

Cyprus had offered 72 organs to other European
and neighbouring countries. Most of cases of
deceased organ donation had multiorgan retrieval.
Organs like hearts, lungs, livers and kidneys left
the country and offered to European Transplant
Centres through their National Transplant
Organisations. During the period of 2008 — 2015 a
total of 8 hearts, 15 lungs, 45 livers were offered.
Procedures for offering non-allocated organs are
not evaluated.

Cyprus has procedures for the exchange of organs
of urgent and difficult-to-treat patients.

Cyprus does not participate in the use of an IT-tool
for the facilitation of cross-border exchange.

Cyprus participates in the use of the FOEDUS IT-
tool for the facilitation of cross-border exchange.
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+ Currently in negotiations with Israel for an IT based
Paired Exchange Scheme with Israel.

e The EU Action Plan has not influenced national
policy on the interchange of organs.

e EU activities did not contribute to the interchange
of organs between countries.

Priority Action 9: + Post-transplant results of organ recipients are
Evaluation of post-transplant evaluated on a national level, results are
results systematically collected prospectively in a

database/register at national level.

+ Results are measured immediately  after
transplantation.

e The evaluation of post-transplant results is not
supported by a vigilance system. Since Feb 2011
we conducted 162 kidney and 1 simultaneous
kidney-pancreas transplant — only 4 kidneys have
failed since then (1 from infection, 2 from rejection
and 1 from recurrence of the original cause of
Renal Failure). Therefore the small size of the
program and the close monitoring of the patients
resulted in excellent results.

+ Donor organs are accepted from patients with
diabetes mellitus, hypertension, renal insufficiency
(but only in case of ACUTE renal insufficiency in a
young donor), and from donors older than 60
years.

e The EU Action Plan has not influenced the national
policy on the evaluation of post-transplant results.

e EU supported activities did not contribute to the
evaluation of post-transplant results.

Priority Action 10: e Procurement organisations and transplantation
Promote a common centres are controlled or audited on a regular basis
accreditation system by the Transplant Council. Also, we publish all our

results and complications at the annual Hospital
report freely available on the website.

e An accreditation system for procurement
organisations and transplantation centres. is NOT
applicable for a Country with a single centre for
both.

e EU Action Plan on national policy has not influenced
national policy on the promotion of accreditation
systems.

e EU supported activities did not contribute to the
promotion of accreditation systems.

Participation in EU-funded projects during the Action Plan period (2009-
2015)

Regarding EU-funded projects Cyprus was initially core work package leader in the EU
funded project ELIPSY'3, but withdrew from this position.'®* Furthermore, it was an
associated partner in the projects ETPOD, COORENOR and EULID. In COORENOR,
Cyprus withdrew from participation. It is an associated partner in ACCORD and
FOEDUS.

193 For more information about EU funded projects, see chapter 3.

194 personal communication with policy officer European Commission.
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In 2011 and 2012, the country participated in the annual data collection of the
working group on indicators*®. In addition, it is a member of the Council of Europe
Committee (Partial Agreement) on Organ Transplantation (CD-P-TO®).

Cyprus, during its Presidency of the council of the EU in the second half 2012, decided
to put organ donation and transplantation as a priority on the political agenda for
health topics. Under the Cypriot leadership and with the support of the European
Commission and other Member States, Council conclusions*®’ were adopted by all EU
Health Ministers on 7 December 2012, covering various aspects of organ donation and
transplantation tackled in the Action Plan, and encouraging Member States and
Commission to continue their common efforts towards more and safer transplants.

Conclusions

Both the deceased and living donation rates of Cyprus had a fluctuation and decreased
since 2008. However, it has to be taken into account that the system underwent
organisational change in Jan 2011. All Donation and Transplantation activity was
undertaken at a Private Institution (but non profit organization) prior to Jan 2011 and
in Jan 2011 the system of Organ Donation & Transplantation was transferred to a
single Public Sector Hospital with very strict monitoring of criteria for donation and
Transplantation, according to International Standards. In the first year, 2011, the new
system was being optimised. In the Years 2012-2014 there was a steady number of
Live Donor procedures (22-24 per year) but a decreasing number of Deceased Donor
procedures. In 2015 there was yet again another organisational restructuring of the
system with a resultant drop in numbers (19 Live Donor procedures and only 1
Deceased Donor Kidney transplant). In 2016 the system is undergoing another
reorganisation. It would seem important to closely monitor these developments.

Opportunities for Cyprus are to increase deceased donation, make use of the good
multi-organ donation rates and enhance their agreements with other countries on
exchanging organs. This would contribute to the efficient use of organs across Europe.
Furthermore, chances lie within the field of living donation.

For the future, Cyprus would like to have EU joint activities in the areas of
communication strategy, common accreditation system and training.

According to Cyprus, the most valuable contribution of the Action Plan is upgrading
organ donation and transplantation in a structured way, aligned between EU MS.

The priorities in the field of organ donation in Cyprus for the next five years are to
enhance further altruistic donation programs, enhance public information campaigns,
to introduce a local & International paired exchange program and to introduce a Pan
European accreditation system for organ donation, procurement and transplantation.

The next steps from the EU as a whole, according to Cyprus, should be joint activities
in the area (communication strategy, common accreditation system, training).

195 For more information about the working groups, see chapter 3.

196 For more information about CD-P-TO, see Annex 3.

197 Council conclusions on organ donation and transplantation (2012/C 396/03)
http://ec.europa.eu/health/blood_tissues organs/docs/organs_council_ccl 2012 e
n.pdf
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6. Czech Republic

Background information*®®

With a deceased donation rate PMP of above 20 in 2015, the Czech Republic belongs
to the majority of the countries included in this study. In 2015, deceased donor
transplant procedures were carried out involving kidneys, livers, hearts, lungs,
pancreases and small bowels.

With a living kidney donation rate PMP of 5 in 2015, Czech Republic’s living kidney
donation rate PMP is among the lower of the countries included in this study. Donor
organs are allocated at national level.

A National Action Plan was presented at a Competent Authority meeting on 25-26
November 2009.

Since May 30™ 2002 an opt-out system is place. Removal from the body of a
deceased person can only be performed if the deceased during his/her lifetime, or a
legal representative of a minor, or a legal representative of a legally incompetent
person have not demonstrably expressed his/her disapproval. This is registered with
the National Register of Persons Disapproving to Post-mortem Removal of Tissues and
Organs, or recorded in the person’s medical record.

In the event of not being established that a deceased has during his/her lifetime
demonstrably expressed a disapproval to post-mortem removal the person is
considered to have consented to a removal.

Financing of organ donation

In case of living donation, the recipient's health insurance has to cover all costs
connected to the living organ donation. In addition, the medical institution has the
duty to take out insurance for the donor that covers all injuries that might result due
to the organ removal.

198 Source: FACTOR survey filled in by national Competent Authority, and information
additionally provided, Competent Authority the Czech Republic. (2009).
Presentation National Action Plan the Czech Republic, 25-26 November 2009,
Lopp, L. (2012). Final Report: A Common Frame of Reference for European Laws
on Living Organ Donation, Work Package 3: Legal Restrictions and Safeguards for
Living Donation in Europe / Part I: Unrelated Organ Donation (EULOD project)
EULOD, Nys, H. (2007). Removal of Organs in the EU, European Ethical-Legal

Papers N°4. Leuven.
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Key figures®®®

Table ~ [2008 [2009 [2010 [2011 [2012 [2013 [2014 [2015
Population in millions 10.4 10.5 10.5 10.5 10.6 10.7 10.7 10.5
Family refusal rate 10/263- 13/27813/285- - - -

(refusals/times asked)

Actual deceased donation 198/ 200/19.0206/ 185/ 216/ 218/ 261/ 246/
rate (total/per million 19.1 19.6 17.6 20.4 20.4 24.4 23.4
population, pmp)

Multi-organ donation rates 54.1 58.5 58.3 56.8 56.9 57.8 62.5 63
(% of total)

Number of utilised donors - - - - - -

(total/per million
200

population)

Number of donors after 1 0 2 1 2 1 4 8
circulatory death - DCD

Number of donors older than 47 56 50 75 67- 75 83
60

Number of transplant centres

Kidney 7 7 7 7 7 7 7 7
Liver 2 2 2 2 2 2 2 2
Heart 2 2 2 2 2 2 2 2
Lung 1 1 1 1 1 1 1 1
Pancreas 1 1 1 1 1 1 1 1
Bowel 1 1 1 1 1 1 1 1
Kidney 305/ 346/33.1347/ 320/ 361/ 377/ 444/ 400/
29.3 33.0 305 34.1 35.2 415 38.1
Liver 97/ 102/9.7 102/ 88/ 114/ 119/ 167/ 188/
9.3 9.7 8.4 10.8 11.1 15.6 17.9
Heart 59/ 80/ 70/ 68/ 73/ 68/ 87/ 75/
5.7 7.6 6.7 6.5 69 64 8.1 7.1
Lung 20/ 22/ 17/ 18/ 20/ 17/ 32/ 34/
1.9 2.1 1.6 1.7 19 16 3 3.2
Pancreas 26/ 28/ 20/ 32/ 26/ 35/ 32/ 37/
2.5 2.7 1.9 3.0 25 3.7 3.7 3.5
Bowel 0 0 0 0 0 0 2/0.2 1/0.1
Number of living donor transplant procedures (total/pmp)
Kidney 29/ 27/ 17/ 40/ 71/ 83/ 63/ 53/
2.8 .6 1.6 3.8 6.7 7.8 59 5
Liver 0 0 0 0 1/0.1 0O 2/0.2 0

- = not known to the research team

199 Numbers are based on the Transplant Newsletter of the Council of Europe, and
corrected by the Competent Authority.

290 No separate information was given for the number of utilised donors.
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Figure 1: Deceased Donation (DD) rates per million population (PMP) and Living

Donation (LD) rates per million population (PMP) from 2008-2015 in Czech Republic*

30
- DD
25 increased
with
25.5%
20
- LD
increased
with
15 1 107.5%
10 -
5 -
m DD (pmp)
0 mLD (pmp)

2008 2009 2010 2011 2012 2013 2014 2015

* Deceased Donation rates are based on the numbers as published in the Transplant
Newsletter and corrected by the Competent Authority. Living Donation rates are
calculated by adding numbers of living liver and living kidney transplant procedures,
divided by the population in millions. The percentage decrease or increase is
calculated based on the average rate for 2008 and 2009 and for 2014 and 2015. This
means that the years in between are not taken into account.

Figure 2: total number of transplantations* per organ per year (2008-2015)
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Implementation Action Plan

Priority Action 1:
Promote the role of
transplant donor
coordinators

Priority Action 2:
Promote Quality
Improvement Programmes

Priority Action 3:
Exchange of best practices
on living donation

Transplant donor coordinators have been
appointed: 68 at the local/hospital level, 10 at the
regional level and 6 at the national level.
Transplant donor coordinators receive both initial
and regular training.

Summary of the training: Educate transplantation
coordinators systematically and bring them face to
face with foreign counterparts by the means of
specialised educational training courses,
international certification, labour exchange with
foreign coordination centres etc. This will bring
higher qualification and language skills, both being
advantageous international organ exchange. New
legislation was adopted in 2013, coordinators
trained accordingly.

The trainings have not yet been tested for
effectiveness.

Czech Republic does not yet use an international
accreditation scheme to qualify transplant donor
coordinators: only a national.

No information on the influence of the EU Action
Plan on national policy on transplant donor
coordinators.

Not known whether the EU supported activities
contributed to the promotion of the role of the
transplant donor coordinators.

The government has stimulated initiatives to
improve the quality of the identification of potential
donors, the donation process, the procurement
process, the transplantation process and follow up
care.

The EU Action Plan has influenced the national
policy on Quality Improvement Programmes: -
Increase in number of donors - Amendment of
transplant legislation - More publicity to transplant
program.

Not known whether EU supported activities
contributed to the promotion of Quality
Improvement Programmes.

Czech Republic has directed®®® living donation
programmes. public relation, increase in living
donation figures.

There are no undirected living donation
programmes.

7 hospitals have a living donation program.

There is an independent body to evaluate the living
donor before the start of the procedure.

201 We are aware that the use of the definition ‘related and unrelated living donation’ is
more common in practice. For comparison with 2012, we asked for directed and
undirected living donation, which is defined as follows: Undirected living donation
(or altruistic living donation) means making a living donation to strangers. Directed
living donation means that the donor and recipient have a social relationship

(partner, family or friend).
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+ A register is established at the national level and at
the centre/hospital level to evaluate and guarantee
the health and safety of living donors.

+ Organ trafficking is prohibited by law, and Czech
Republic has ratified the Council of Europe

Convention.

+ National policy on living donation programs is
influenced by the EU Action Plan: Increase of
numbers.

+ EU supported activities Coorenor, Foedus
contributed to the promotion of living donation

programs.
Priority Action 4: + There are communication guidelines for informing
Improve the knowledge and the public. Czech Republic deploys programs to
communication skills of improve knowledge and communication skills of for
health professionals and healthcare professionals involved in transplant
patient support groups program and patient support groups.
+ Periodic meetings have been organised with
journalists.

+ Guidelines and deliverables developed by EU
supported activities are used to inform the public,
improve knowledge and skills of health
professionals and of patient support groups and to
organise periodic meetings with journalists.

+ The national policy on public awareness of organ
donation is influenced by the EU Action Plan: TV
series.

e No information whether The EU supported activities
contributed to the promotion of public awareness.

Priority Action 5: e Czech Republic does not yet provide easily
Facilitate the identification of accessible information to its citizens about their
organ donors across Europe legal position as a possible donor in other countries

across the EU.

+ The following people can legally be donors in Czech
Republic: residents with a foreign nationality who
die in Czech Republic, and non-residents who die in
Czech Republic.

+ Criteria required to be admitted to the waiting list:
local nationality.

+ 98% of transplanted patients are local residents,
1% are foreign residents, 1% are non-residents.

e No information whether national policy on cross-
border donation is influenced by the EU Action Plan.

e EU supported activities did not contribute to the
identification of cross-border donors.

Priority Action 6: + Czech Republic is involved in twinning projects, in a

Enhancing organisational learning and a teaching role. This has led to

models introduction of auditing system, international organ
exchange.

+ Czech Republic has plans to use structural funds:
for in house donor coordinators, for auditing
system of transplant centers.

+ Transplantation centres or hospitals do not yet
participate in networks.

e No information whether the organisational model of
the donation and transplantation system s
influenced by the EU Action Plan.
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Priority Action 7:
Promote EU-wide
agreements on aspects of
transplantation medicine

Priority Action 8:
Facilitate the interchange of
organs between national
authorities

Priority Action 9:
Evaluation of post-transplant
results
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EU supported activities contributed to enhancing
the organisational model of the donation and
transplantation  system: International  organ
exchange, auditing.

Czech Republic has agreements with other
countries for exchanging organs and about auditing
of transplant centres.

Czech Republic has agreements with other
countries to prevent and address organ trafficking.
Future research programs should focus on
international cooperation.

No information on the influence of the development
of EU-wide agreements by the EU Action Plan.

Not known whether EU supported activities
contributed to this development.

Czech Republic is part of a fixed collaboration: a
multilateral collaboration, namely South Alliance for
Transplants (SAT) and bilateral collaborations, with
next countries.

Patient groups involved are: Patients with urgent
needs for transplantation, Paediatric patients and
Patients with rare HLA-patterns.

Organs involved are liver, kidney, heart and lung.

In 2015 13 organs came from abroad, 2 organs left
the country.

Czech Republic has offered non-allocated organs to
other countries, organs involved are liver, kidney
and heart.

Procedures for offering non-allocated organs are
evaluated.

Czech Republic has procedures for the exchange of
organs of urgent and difficult-to-treat patients,
organs involved are liver and heart.

Czech Republic participates in the use of the
FOEDUS IT-tool for the facilitation of cross-border
exchange.

No information on the influence of the national
policy on the interchange of organs by the EU
Action Plan.

EU activities contributed to the interchange of
organs between countries, namely Slovakia and
Italy.

Post-transplant results of organ recipients are
evaluated on a regional or local level.

Results are measured 3 and 12 months after
transplantation.

The evaluation of post-transplant results is not yet
supported by a vigilance system.

Donor organs are accepted from patients with
diabetes mellitus, hypertension, infectious diseases
such as hepatitis, and from donors older than 60
years.

No information on the influence of the national
policy on the evaluation of post-transplant results
by the EU Action Plan.

Not known whether EU supported activities
contributed to the evaluation of post-transplant
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results.
Priority Action 10: + Procurement organisations and transplantation
Promote a common centres are controlled or audited on a regular basis.
accreditation system + Czech Republic promotes an accreditation system
for procurement organisations and transplantation
centres.

+ The accreditation systems used are for donation
(coordinators), for procurement (surgeons), for
transplantation and for other staff involved in
donation and transplantation.

+ The EU Action Plan on national policy has
influenced national policy on the promotion of
accreditation systems, through International audit.

+ EU supported activity Accord contributed to the
promotion of accreditation systems through a
training course in transplant donor coordination.

Participation in EU-funded projects during the Action Plan period (2009-
2015)

Regarding EU-funded projects the Czech Republic was core work package leader in
COORENOR??, MODE and was an associated partner in EFRETOS and EDD, and
partner in DOPKI. It is a core work package leader in FOEDUS and an associated
partner in ACCORD.

In 2010 and 2011, the country participated in the annual exercise on indicators®®>. In
addition, it is a member of the Council of Europe Committee (Partial Agreement) on
Organ Transplantation (CD-P-TO?*%).

Conclusions

Both Czech Republic’s deceased donor rates and living donor rates increased since
2008. This is very positive. Increasing the multi organ donation rates might still be a
chance for Czech Repubilic.

The Czech CA reported that the Action Plan helped Czech Republic to summarize
problematic issues and to solve them in the frameworks of a wider perspective. Czech
Republic used the Action Plan to form its own National Action Plan divided in three
areas: (i) National Donor Program, (ii) Legislation related to procurement and
transplantation of organs, and (iii) International cooperation. In total, the Czech’s
National Action Plan had 13 points, out of which 12 has been achieved.

At present, Czech Republic has got two main issues to work on within the next five
years. The first one is international exchange of surplus organs, whilst the latter is
increase of DCD donation.

European cooperation is essential for further improvement of transplant medicine.
From the point of view of the Czech Republic support of continuation of FOEDUS
platform for international organ exchange and support to bi-lateral smaller “programs”
would be appreciated.

292 For more information about EU-funded projects, see chapter 3.
293 For more information about the working groups, see chapter 3.

204 Eor more information about CD-P-TO, see Annex 3.
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7. Denmark

Background information®°>

With a deceased donation rate PMP between 10 and 20 in 2015, Denmark belongs to
the majority of the countries included in this study. In 2015, deceased donor
transplant procedures were carried out involving kidneys, livers, hearts, lungs and
pancreases.

With a living kidney donation rate PMP of above 10 in 2015, Denmark’s living kidney
donation rate PMP is among the higher of the countries included in this study. In 2015
living donor transplant procedures were carried out involving kidneys. Denmark is part
of Scandiatransplant®®® and donor organs are allocated through Scandiatransplant.

In Denmark, an opt-in system is in place. The system requires express consent
from the donor but allows the donation with the consent of the next of kin when no
express consent from the deceased donor has been given during their life time.

295 gource: FACTOR survey filled in by national Competent Authority, Nys, H. (2007).
Removal of Organs in the EU, European Ethical-Legal Papers N°4. Leuven.
Scandiatransplant (2011). Transplantation and waiting lists figures 2011.

206 Regarding EU- funded projects, Scandiatransplant participated as a partner in

EFRETOS.
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Key figures
Populatlon in millions 5.4 5.4 5.4

Family refusal rate - - = - E
(refusals/times asked)

Actual deceased donation rate 65/ 77/ 73/ 73/ 76/ 58/ 80/ 87/

pmp)
Multi-organ donation rates (% 65 60 70 68.5 76.3 69 80 79.3
of total)

Number of utilised donors = = = = - -

(total/per million

population)?®’

Number of donors after = 0 0] 0 0 - 0 0
circulatory death - DCD
Number of donors older than

60
Number of transplant centres

1

1

1

1

1
N
N

Kidney 4 4 3 3 3 3 3 3
Liver 1 1 1 1 1 1 1 1
Heart 2 2 2 2 2 2 2 2
Lung 1 1 1 1 1 1 1 1
Pancreas 0 0 0 0 0 0 1 1
Bowel 0] 0] - - 0 0 0 0
Kidney 122/ 141/ 130/ 135/ 137/ 108/ 139/ 154/

22.2 26.6 23.2 24.1 245 19.3 24.8 27
Liver 44/ 40 / 47/ 51/ 48/ 42/ 47/ 58/

8 7.3 8.4 9.1 8.6 7.5 8.4 10.2
Heart 20/3.6 27/4.9 22/3.9 29/5.2 26/4.6 17/3 32/5.7 27/4.7
Lung 18/3.2 29 /5.331/5.5 30/5.4 30/5.4 31/5.5 29/5.2 35/6.1
Pancreas = 0] = = 0 0 - 2/0.4
Bowel - - - - 0 E 0 0
Kidney 74/ 90/ 102/ 100/ 77/ 107/ 110/ 119/

13,5 16.4 18.2 17.9 13.8 19.1 19.6 20.9
Liver 0] 0] 0] 0 0 0 0] 0

- = not known to the research team

207 No separate information was given for the number of utilised donors.
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Figure 1: Deceased Donation (DD) rates per million population (PMP) and Living
Donation (LD) rates per million population (PMP) from 2008-2015 in Denmark>*
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* Deceased Donation rates are based on the numbers as published in the Transplant
Newsletter. Living Donation rates are calculated by adding numbers of living liver and
living kidney transplant procedures, divided by the population in millions. The
percentage decrease or increase is calculated based on the average rate for 2008 and
2009 and for 2014 and 2015. This means that the years in between are not taken into
account.

Figure 2: total number of transplantations® per organ per year (2008-2015)
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Implementation Action Plan

Priority Action 1: + Transplant donor coordinators have been appointed
Promote the role of at the national level. The Danish Center for Organ
transplant donor Donation has established an education programme,
coordinators training donor coordinators.

+ The education program concerning the donor
coordinators - entails the following five topics:
Identification of potential donors:

e Management of the Quality Improvement
Program at the ICU

e Education and Information towards the
doctors and nurses at the ICUs

e Securing the quality of the critical pathway
of organ donation

e Follow up on quality of the process of organ
donation.

e The trainings have not been tested for
effectiveness.

e Denmark does not use an accreditation scheme.

+ The EU Action Plan has influenced national policy
on transplant donor coordinators: The EU Action
Plan has inspired us in Denmark to make a
formalised education programme for donor
coordinators.

e The EU supported activities have not contributed to
the promotion of the role of the transplant donor
coordinators.

Priority Action 2: + The Danish government has stimulated initiatives

Promote Quality to improve the quality of the identification of

Improvement Programmes potential donors, the donation process, the
procurement process and the transplantation
process.

+ The EU Action Plan has influenced the national
policy on Quality Improvement Programmes in the
future by creating programmes for quality
improvement. The EU Action Plan has inspired
Denmark to make a national Quality Improvement
Programme according to the critical pathway of
organ donation and define quality standards
accordingly.

e EU supported activities have not contributed to the
promotion of Quality Improvement Programmes.

Priority Action 3: + Denmark has directed living donation programmes.
Exchange of best practices Direct access to donation centers. No need for
on living donation referral via GP or other hospitals. Information to
programmes among EU MS donors via special programmes together with

recipients and via internet or telephone.
e There are no undirected®® living donation
programmes. Denmark does not require a specific

208 \We are aware that the use of the definition ‘related and unrelated living donation’
is more common in practice. For comparison with 2012, we asked for directed and
undirected living donation, which is defined as follows: Undirected living donation

(or altruistic living donation) means making a living donation to strangers. Directed
181



Study on the uptake and impact of the EU Action Plan on Organ Donation and
Transplantation (2009-2015) in the EU Member States

Priority Action 4:

Improve the knowledge and
communication skills of
health professionals and
patient support groups

Priority Action 5:
Facilitate the identification of
organ donors across Europe

donor-recipient relationship. We examine the law
and the medical practice itself in Denmark. The law
does not require a specific donor-recipient
relationship. However, there is a common medical
practice that used to only accept LOD within the
family. Later, it started accepting LODs for friends.
We can conclude that the legal situation and the
medical practice differ, since LOD for an not known
recipient is legal, but not actually performed.

3 hospitals have living donation program.

There is no independent body to evaluate the living
donor before the start of the procedure.

A register is established at the national level to
evaluate and guarantee the health and safety of
living donors.

Organ trafficking is prohibited by law, Denmark has
ratified the Council of Europe Convention.

National policy on living donation programs is not
influenced by the EU Action Plan.

EU supported activities have not contributed to the
promotion of living donation programmes following
best practices.

There are no communication guidelines for
informing the public, but there are some
information leaflets informing the public about
organ donation and transplantation, about family
care and about consent to organ donation.
Denmark deploys programs to improve knowledge
and communication skills of personnel that deal
with organ transplantation, health professionals
and of patient support groups.

Periodic meetings with journalists have not been
organised.

Guidelines and deliverables developed by EU
supported activities are not used to inform the
public.

The national policy on public awareness of organ
donation is not influenced by the EU Action Plan.

EU supported activities have not contributed to the
promotion of public awareness.

Denmark provides no easily accessible information
to its citizens about their legal position as a
possible donor in other countries across the EU.
The following people can legally be donors in
Denmark: residents with a foreign nationality who
die in Denmark, on-residents who die in Denmark
and illegal persons who die in Denmark.

Criteria required to be admitted to the waiting list:
residency in Denmark, signed up with local social
security or health care insurance.

National policy on cross-border donation is not
influenced by the EU Action Plan.

living donation means that the donor and recipient have a social relationship

(partner, family or friend).
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e EU supported activities have not contributed to the
identification of cross-border donors.
Priority Action 6: e Denmark is not involved in twinning projects.
Enhancing the organisational
models of organ donation
and transplantation

+ Transplantation centres or hospitals participate in
networks with specialty Kidney, Thorax, Liver and
Pancreas.

+ The organisational model of the donation and
transplantation system is influenced by the EU
Action Plan: The Danish Center for Organ Donation
has attended the ACCORD Workshop — a service
improvement workshop and is using the ACCORD
Improvement toolkit to implement best practice of
organ donation in Denmark.

+ EU supported activities contribute to enhancing the
organisational model of the donation and
transplantation system: ACCORD.

Priority Action 7: + Denmark has agreements with other countries for
Promote EU-wide exchanging organs, treating each other’s patients,
agreements on aspects of supporting the development of new transplantation
transplantation medicine programmes, training/certifying healthcare

professionals (surgeons, coordinators), collecting
data and research activities.

e Denmark does not have agreements with other
countries to prevent and address organ trafficking:
the main challenges are: Organ Tourism, although
only very few cases.

e The development of EU-wide agreements is not
influenced by the EU Action Plan.

Priority Action 8: + Denmark is part of a multi-lateral collaboration,
Facilitate the interchange of namely Scandiatransplant.

organs between national + Patient groups involved are: all patients.
authorities

+ Organs involved are liver, kidney, heart, lung,
pancreas, small bowel.

+ In 2015 36 organs came from abroad, 38 organs
left the country.

+ Denmark has offered 48 ‘non-allocated’ organs
(liver, kidney, heart, lung, pancreas, small bowel)
to other countries.

e The procedure for non-allocated organs is not
evaluated.

+ Denmark has procedures for the exchange of
organs of urgent and difficult-to-treat patients.

+ Denmark participates in the use of the FOEDUS IT-
tool for the facilitation of cross-border exchange.

e The national policy on the interchange of organs is
not influenced by the EU Action Plan.

e EU activities have not contributed to the
interchange of organs between countries.

Priority Action 9: + Post-transplant results of organ recipients are
Evaluation of post-transplant evaluated on a national level, results are
results systematically collected in a database/register at

the national level.

+ Results are measured 12 months and 5 years after
transplantation.

+ Donor organs are accepted from patients with
diabetes mellitus, infectious diseases such as

hepatitis, and from donors older than 60 years.
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+ National policy on the evaluation of post-transplant
results is not influenced by the EU Action Plan.

e EU supported activities have not contributed to the
evaluation of post-transplant results.

Priority Action 10: + Procurement organisations and transplantation

Promote a common centres are controlled or audited on a regular basis.

accreditation system e Denmark does not promote an accreditation system
for procurement organisations and transplantation
centres.

e The EU Action Plan has not influenced national
policy on the promotion of accreditation systems.

e EU supported activities have not contributed to the
promotion of accreditation systems.

Participation in EU-funded projects during the Action Plan period (2009-
2015)

In 2011 the country participated in the annual data collection prepared by the working
group on indicators?®. In addition, it is a member of the Council of Europe Committee
(Partial Agreement) on Organ Transplantation (CD-P-TO?'°).

Contribution of the Action Plan and future

The Action Plan has been important for the effort in Denmark in the area for organ
donation.

The Danish Centre for Organ donation has continuously compared their priority effort
to the Action Plan and think they meet the plan.

The Action Plan has been important for the effort in Denmark in the area for
organ donation

The Danish Centre for Organ donation has continuously compared their priority effort
to the Action Plan and think they meet the plan.

Conclusions

Denmark’s living donation rate increased since 2008, and the deceased donation rate
is slightly increased since 2008. This is very positive. Chances for Denmark may lie
within the field of DCD and extended donor criteria. Furthermore, Denmark could
consider the possibility to appoint transplant donor coordinators at hospital level and
to focus on the impact on donation rates and quality of these coordinators.

29 For more information about the working groups, see chapter 3.

219 For more information about CD-P-TO, see Annex 3.
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8. Estonia

Background information®**

In Estonia the first human kidney transplantation was performed in 1968 and the first
liver transplantation was performed in 1999. In 2010 the first lung transplantation was
carried out. With a deceased donation rate PMP between 10 and 20 in 2015, Estonia
belongs to the majority of the countries included in this study. In 2015, deceased
donor transplant procedures were carried out involving kidneys, livers, lungs and
pancreases.

With a living kidney donation rate PMP of 5 in 2015, Estonia’s living kidney donation
rate PMP is among the lower of the countries included in this study. Donor organs are
allocated at national level.

A National Action Plan was presented at a Competent Authority meeting in September
2011.

Since 2002, an opt-out system is in place. If there is no information about the
deceased person’s opinion regarding post mortem removal the doctor who provided
treatment is required, if possible, to ascertain the opinion of the deceased through the
next-of-kin. Apart from this, the next-of-kin have no right to give consent or refuse
organ removal.

Financing of organ donation
In case of deceased and living donation, financing occurs through a (national) health
insurance fund.

211 sources: FACTOR survey filled in by national Competent Authority and additional
information provided by Competent Authority; Competent Authority Estonia.
(2011). Presentation National Action Plan Estonia, September 2011; Nys, H.

(2007). Removal of Organs in the EU, European Ethical-Legal Papers N°4. Leuven.
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Key figures®*?

Populatlon in millions
Family refusal rate 16/50 30/63 7/30 10/40 12/49 11/53 6/32 12/36

(refusals/times asked)

Actual deceased donation rate 31/ 3/ 23/ 22/ 32/ 32/ 23/ 21/
(total/per million population, 23.8 25.4 17.7 16.9 24.6 24.6 17.7 16.2
pmp)

Multi-organ donation rates (% 2 24 6 59.1 56.3 56.3 739 857
of total)

Number of utilised donors = = = - - -

(total/per million

population)®*?
Number of donors after 0] - (0] 0 0 0 0] 0
circulatory death - DCD
Number of donors older than 0O 0 = - - 2
60
Kidney 1 1 1 1 1 1 1 1
Liver 1 1 1 1 1 1 1 1
Heart = = = - 0 0 - 0
Lung e e 1 1 1 1 1 1
Pancreas = = - (0] 0 1 1
Bowel = - - - 0 0 - 0
Kidney 54/ 49/ 35/ 40/ 57/ 47/ 31/ 33/
41.5 37.7 26.9 30.8 43.8 36.5 23.8 25.4
Liver 2/1.5 4/3.1 3/2.3 8/6.2 9/6.9 9/6.9 10/7.7 7/5.4
Heart 0 - - - 0 0 0 0
Lung 0 - 1/0.8 3/2.3 2/1.5 3/2.3 6/4.6 4/3.1
Pancreas = = - = 0 (0] 0 1/0.8
Bowel = - - - 0 0 0] 0
Kidney 3/2.3 - 4/3.1 4/3.1 2/1.5 1/0.8 1/0.8 5/3.8
Liver = - - - 0 0 0] 0

- = not known to the research team

212 Numbers are based on the Transplant Newsletter of the Council of Europe, and
corrected by the Competent Authority.
213 Numbers are based on the Transplant Newsletter of the Council of Europe, and

corrected by the Competent Authority.
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Figure 1: Deceased Donation (DD) rates per million population (PMP) and Living

Donation (LD) rates per million population (PMP) from 2008-2015 in Estonia*
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* Deceased Donation rates are based on the numbers as published in the Transplant
Newsletter and corrected by the Competent Authority. Living Donation rates are
calculated by adding numbers of living liver and living kidney transplant procedures,
divided by the population in millions. The percentage decrease or increase is
calculated based on the average rate for 2008 and 2009 and for 2014 and 2015. This
means that the years in between are not taken into account. No numbers on living

donation rates were available for year 2009.

Figure 2: total number of transplantations® per organ per year (2008-2015)
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Implementation Action Plan

Priority Action 1: +
Promote the role of
transplant donor

coordinators +
+
[ )
[ )
+
+
Priority Action 2: +

Promote Quality
Improvement Programmes

Priority Action 3: +
Exchange of best practices

Transplant donor coordinators have been
appointed: 3 at the local/hospital level and 5 at the
national level.

Transplant donor coordinators receive both initial
and regular training.

Summary of the training: — initial training in the
workplace  (legislation, quality and  safety
guidelines, ethics, donor management, organization
of organ retrieval, preservation and allocation,
international organ exchange) + practical trainings
in other transplant centres (mainly in
Scandiatransplant area) + regular participation in
local/national seminars and international events
(organized by EDTCO, ESOT, STS, TPM etc.).

The trainings have not been tested for
effectiveness.

Estonia does not use an accreditation scheme to
qualify transplant donor coordinators.

The EU Action Plan has influenced national policy
on transplant donor coordinators Transplant donor
coordination is provided 24 / 7 / 365 under the
national law. Cooperation between donor hospitals
and transplant centre is based on Dbilateral
contracts, which are updated every year. Donor
hospitals receive feedback about each donor
process after the organ transplantations.
Coordinators' activities (salaries, training etc.) are
mostly financed from the state budget.

EU supported activities have contributed to the
promotion of the role of the transplant donor
coordinators: Estonia actively participated in the
ETPOD program and it gave a good input for
training courses and seminars at the national and
local level.

The government has stimulated initiatives to
improve the quality of the identification of potential
donors, the donation process, the procurement
process and the transplantation process.

The EU Action Plan has influenced the national
policy on Quality Improvement Programmes: All
stages of organ procurement, handling and
transplants are covered by licensing. Activity
licenses for organ procurement and handling are
issued and supervised by the Agency of Medicines.
Activity licenses for organ transplantation are
issued and supervised by the Health Board.

No information about the contribution of EU
supported activities to the promotion of Quality
Improvement Programmes.

Estonia  has  directed®* living donation
programmes. In Estonia organ may be removed

214 \We are aware that the use of the definition ‘related and unrelated living donation’
is more common in practice. For comparison with 2012, we asked for directed and
undirected living donation, which is defined as follows: Undirected living donation

188



Study on the uptake and impact of the EU Action Plan on Organ Donation and
Transplantation (2009-2015) in the EU Member States

on living donation from a living donor only if the purpose of removal
is its transplantation into a person with whom the
donor has a genetic or emotional connection.
e There are no undirected Iliving donation
programmes.
+ 1 hospital has a living donation program.

+ There is an independent body to evaluate the living
donor before the start of the procedure.

+ A register is established at the national level and at
the centre/hospital level to evaluate and guarantee
the health and safety of living donors.

+ Organ trafficking is prohibited by law, but Estonia
has not yet ratified the Council of Europe
Convention.

+ National policy on living donation programs is
influenced by the EU Action Plan: The option for
potential living donors is expanded (previously
there was only genetically related donation
allowed, now also the emotional relationship).
Living organ donors must receive psychological
counselling before the donation. The expenses of
health services provided to a living donor not
covered by health insurance which are connected
with the procurement and handling of organs and
treatment due to a state of health having occurred
after removal of an organ are compensated from
the state budget.

+ EU supported activities contributed to the
promotion of living donation programs: We are
more aware of the COORENOR and ACCORD
projects and the results of these are given a useful
input for later follow-up of living organ donors and
encouraged to develop a national register.

Priority Action 4: e There are no communication guidelines for
Improve the knowledge and informing the public. Estonia deploys programs to
communication skills of improve knowledge and communication skills of for
health professionals and healthcare professionals involved in transplant
patient support groups program but not for patient support groups.
e Periodic meetings have not been organised with
journalists.

+ Guidelines and deliverables developed by EU
supported activities are used to inform the public
and to improve knowledge and skills of health
professionals and of patient support groups.

+ The national policy on public awareness of organ
donation is influenced by the EU Action Plan: Under
the new national law it is regulated for now that
transplantation council (formed in 2016) and
national transplantation agency (creation is in
process) will be responsible for improving the
public awareness of organ donation.

(or altruistic living donation) means making a living donation to strangers. Directed
living donation means that the donor and recipient have a social relationship

(partner, family or friend).
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Priority Action 5:
Facilitate the identification of
organ donors across Europe

Priority Action 6:
Enhancing organisational
models

190

EU supported activities contributed to the
promotion of public awareness: The results of the
FOEDUS influenced us to investigate how in Estonia
particular media events impact on people’s
intention to donate organs for transplantation after
death (results were presented at STS congress in
2016).

Estonia does not provide easily accessible
information to its citizens about their legal position
as a possible donor in other countries across the
EU.

The following people can legally be donors in
Estonia: residents with a foreign nationality who
die in Estonia, and non-residents who die in
Estonia.

Criteria required to be admitted to the waiting list:
Citizens of another EU Member State, a country of
the European Economic Area or a third country or
persons without citizenship may also be registered
on the waiting list on the condition that the waiting
list manager shall be submitted a guarantee
concerning the financing of the organ
transplantation and a written confirmation by the
person, bearing his or her handwritten signature,
on the fact that he or she has not been registered
on the organ transplant waiting list of another
state.

98% of transplanted patients are local residents,
2% are foreign residents.

The EU Action Plan influenced national policy on
cross-border donation: Criteria for international
organ exchange and also for transplanting foreign
patients have been revised and clarified.

EU supported activities contributed to the
identification of cross-border donors: We are aware
with results of COORENOR and FOEDUS projects
and it has contributed to the development of
amendments to the law and provided input to the
relevant documentation.

Estonia is not involved in twinning projects.

Estonia has used structural funds: Estonia has
participated in ETPOD, COORENOR, MODE,
ACCORD and FOEDUS projects.

Transplantation centres or hospitals participate in
networks: Estonia has joined UEMS-EBS Division of
Transplant Surgery. We also have a close
cooperation with Scandiatransplant centres and
also with Vienna University Hospital, so our
surgeons and coordinators have had opportunity to
improve their knowledge and practical skills in
various transplant centres (Oslo, Gothenburg,
Stockholm, Helsinki, Vienna). Our
histocompatibility lab is accredited by EFI.

The organisational model of the donation and
transplantation system is influenced by the EU
Action Plan: We have a new national law (passed in
2015) and it is clearly defined that the
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transplantation infrastructure is composed of
transplantation council, national transplantation
agency, transplantation centre, the procurers and
handlers of cells, tissues and organs, Estonian
Health Insurance Fund, State Agency of Medicines,
Health Board and

+ Ministry of Social Affairs; and also the rights and
obligations of all parties.

+ EU supported activities contributed to enhancing
the organisational model of the donation and
transplantation system: we are aware with results
of all 3 mentioned projects and we have used their
for revision of our national regulation.

Priority Action 7: + Estonia has agreements with other countries for
Promote EU-wide exchanging organs, treating each other’s patients,
agreements on aspects of supporting the development of new transplantation
transplantation medicine programmes, training/certifying health care
professionals (surgeons, coordinators) and
collecting data. - Agreements on organ exchange
with Baltic States, Eurotransplant and
Scandiatransplant. - Twinning agreement with

Helsinki University Hospital in the field of heart
transplants - initially transplants will be held in
Finland with Estonian donor organ and Estonian
recipient; our professionals (surgeons,
cardiologists, anaesthesiologists, nurses etc.) can
participate and learn until we will be ready to start
a national heart transplant program. - Twinning
agreement with Vienna University Hospital in the
field of combined heart-lung transplants — initially
this collaboration was for enhancing our national
lung transplant program (method was similar as
described previously), for now lung transplantation
program is in work and twinning continues for
heart-lungs. - Data collection for ELTR and ERA-
EDTA registries.

e Estonia does not have agreements with other
countries to prevent and address organ trafficking:
the main challenges are: We don’t have any
special agreement, but it is an essential part of any
international collaboration.

+ Future research programs should ideally focus on -
Finding effective treatment options for
transplanting highly immunized patients. - Wider
use of biomarkers to prevent complications and
improve outcomes. - Use of advanced therapy
medicinal products in the treatment of end stage
organ failures.

+ The EU Action Plan influenced the development of
EU-wide agreements: The impact of international
agreements has been great for Estonia: donor
organ usage has increased, thereby we have got
wider experience in donor organ evaluation and
donor management and it has been a good
opportunity to improve coordination and logistics;
our professionals have had possibilities to improve
knowledge and practical skills in various centres;
we have got direct support for starting laparoscopic
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Priority Action 8:
Facilitate the interchange of
organs between national
authorities

Priority Action 9:
Evaluation of post-transplant
results

192

donor nephrectomies; we have got support for
launching national lung and pancreas transplant
programs; heart transplants are available for
Estonian patients in cooperation with Helsinki and
heart-lung transplants in cooperation with Vienna.
EU supported activities contributed to this
development: Impact has not been very direct, but
uniformed requirements for donor organ quality
and safety; and for international organ exchange
have greatly increased the confidence between
different EU member states and thereby supported
cross-border collaboration in every level.

Estonia is part of a fixed collaboration: a
multilateral collaboration, namely Eurotransplant
and multi-lateral collaboration, namely
Scandiatransplant.

Patient groups involved are: all patients.

Organs involved are liver, kidney, heart, lung,
pancreas.

In 2015 3 organs came from abroad,21 organs left
the country.

Estonia has offered 19 non-allocated organs to
other countries, organs involved are liver, kidney,
heart, lung, pancreas.

Procedures for offering non-allocated organs are
evaluated.

Estonia has procedures for the exchange of organs
of urgent and difficult-to-treat patients, organs
involved are liver, kidney, lung, pancreas. In 2015
1 organ has been exchanged.

Estonia participates in the use of the FOEDUS IT-
tool for the facilitation of cross-border exchange,
not actively, only as observers.

The EU Action Plan has influenced national policy
on the interchange of organs by.

EU activities have contributed to the interchange of
organs between countries.

Post-transplant results of organ recipients are
evaluated on a national level, results are
systematically collected in a database/register at
national level.

Results of graft and/or patient survival are
measured.

The evaluation of post-transplant results is
supported by a vigilance system.

Donor organs are accepted from patients with
diabetes mellitus, hypertension, renal insufficiency,
infectious diseases such as hepatitis, and from
donors older than 60 years.

The EU Action Plan has influenced national policy
on the evaluation of post-transplant results: We
have revised our national criteria for donor organ
quality and safety. We have begun to use more of
expanded criteria donors

Not known whether EU supported activities
contributed to the evaluation of post-transplant
results.
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Priority Action 10: + Procurement organisations and transplantation

Promote a common centres are controlled or audited on a regular basis.

accreditation system + Estonia promotes an accreditation system for
procurement organisations and transplantation
centres.

+ The accreditation systems used are: activity
licenses for organisation (separately for
procurement, handling and transplantation);
qualification requirements for competent persons
and persons responsible for procurement.

+ The EU Action Plan has influenced national policy
on the promotion of accreditation systems.

+ EU supported activities contributed to the
promotion of accreditation systems: Mainly
ACCORD and ETPOD, as an input for auditing
deceased donor potential and develop training
courses for different target groups.

Participation in EU-funded projects during the Action Plan period (2009-
2015)

Regarding EU-funded projects,?'® Estonia was an associated partner in ETPOD, EULOD
and MODE. It is an associated partner in ACCORD and FOEDUS.

In 2010 and 2011, the country participated in the annual data collection proposed
under the working group on indicators®'®. In addition, it is a member of the Council of
Europe Committee (Partial Agreement) on Organ Transplantation (CD-P-TO?'").

Conclusions

Estonia’s deceased donor rate decreased since 2008, however its living donation rate
increased since 2008. Opportunities for Estonia may be to change the decrease in the
deceased donation rates. Also Estonia might benefit from DCD, extended donor
criteria and living donation.

According to Estonia’s CA, the Action Plan makes very clear what the importance is of
the topics, also to policy makers. It is a very particular topic with patients having
special needs. The Action Plan also contributes to increasing public awareness about
this topic.

Estonia’s first Priority is to join Scandiatransplant. The country is now applying for an
associated membership. Estonia has such a small population, so it is very difficult to
find suitable donors from such a small donor pool. Estonia has some collaboration with
Eurotransplant. But the geograhic location of Scandiatransplant may be more suitable
for Estonia.

Priorities for the future are EU-wide registers for living donation, urgent requests and
follow up of patients. European collaboration is absolutely needed in the future. A new
Action Plan is absolutely needed, according to Estonia. It may contain similar topics.
However, the differences that exist between countries should be considered more
explicitly. For instance, the Joint Action FOEDUS is good for centrally localized
countries, but not so helpful for Estonia due to the long distances. The country is so
small, all doctors and surgeons know each other and every patient, and also all
patients on the waiting lists. So for Estonia, sometimes it is relatively much paperwork
for so few patients.

215 For more information about EU-funded projects, see chapter 3.
21® For more information about the working groups, see chapter 3.

217 For more information about CD-P-TO, see Annex 3.
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9. Finland

Background information®*®

With a deceased donation rate PMP of above 20 in 2015, Finland belongs to the
majority of the countries included in this study. In 2015, deceased donor transplant
procedures were carried out involving kidneys, livers, hearts, lungs, pancreases and
bowels. All deceased donors are DBD and DCD program has never been implemented.
With a living kidney donation rate PMP of less than 5 in 2015, Finland’s living kidney
donation rate PMP is among the lower of the countries included in this study. Finland is
part of Scandiatransplant and donor organs are allocated through Scandiatransplant
and at national level. Finland has only one transplant centre.

Since February 2nd 2001 an opt-out system is in place. The next-of-kin have no
right to object to organ removal.

Financing of organ donation
In case of deceased and living donation, financing occurs through residence based
public funding. All transplantation takes place in public Helsinki University Hospital.

218 Sources: FACTOR survey filled in and additional information provided by national
Competent Authority; Scandiatransplant (2011). Transplantation and waiting lists
figures 2011; Scandiatransplant (2008). Transplantation and waiting lists figures

2008.
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Key figures®*®

Populatlon in millions

Family refusal rate = = = = - - - -
(refusals/times asked)

Actual deceased donation rate 81/ 94/ 92/ 93/ 108/ 96/ 120/ 127/
(total/per million population, 15.2 17.7 17.0 17.2 20 17.8 22.4 23.1
pmp)

Multi-organ donation rates (% 79 66 63.0 67 66.4 63.2 56.7 67.5

of total)
Number of utilised donors 81/ 94/ 92/ 93/ 107/ 95/ 120/ 126/
(total/per million population) 15.2 17.7 17.0 17.2 20 17.8 22.4 23.1

Number of donors after = - - = . E 2 B

circulatory death - DCD?*?°
Number of donors older than - - - - - 52
60
Kidney 1 1 1 1 1 1 1 1
Liver 1 1 1 1 1 1 1 1
Heart 1 1 1 1 1 1 1 1
Lung 0 1 1 1 1 1 1 1
Pancreas - 0 1 1 1 1 1 1
Bowel 0] 0] 1 1 1 1 1 1
Number of deceased donor transplant procedures (total/pmp
Kidney 141/ 174/ 164/ 164/ 188/ 176/ 225/ 230/
26.6 32.8 30.4 30.4 34.8 32.6 41.7 41.6
Liver 47/ 48/ 50/ 56/ 52/ 49/ 59/ 77/
8.9 9.1 9.3 10.4 9.6 9.1 10.9 14
Heart 21/4.0 13 /2.522/4.1 18/3.3 23/4.3 21/3.9 26/4.8 25/4.9
Lung 12/2.3 14 /2.6 15/2.8 23/4.3 27/5 15/2.8 17/3.1 24/4.4
Pancreas - 0 2/0.4 1/0.2 8/1.5 10/2.8 15/2.8 17/3.1
Bowel - 1 1/0.2 - 2/0.4 1 0] 3/0.5
Kidney 9/1.7 6/1.1 11/2.0 13/2.4 11/2 13/2.4 15/2.8 15/2.7
Liver 0 0] 0 0 0 0 0] 0

219 Numbers are based on the Transplant Newsletter of the Council of Europe, and
corrected by the Competent Authority.

220 Only percentages were given for 2008 and 2010.
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Figure 1: Deceased Donation (DD) rates per million population (PMP) and Living
Donation (LD) rates per million population (PMP) from 2008-2015 in Finland*
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* Deceased Donation rates are based on the numbers as published in the Transplant
Newsletter and corrected by the Competent Authority. Living Donation rates are
calculated by adding numbers of living liver and living kidney transplant procedures,
divided by the population in millions. The percentage decrease or increase is
calculated based on the average rate for 2008 and 2009 and for 2014 and 2015. This
means that the years in between are not taken into account.

Figure 2: total number of transplants* per organ per year (2008-2015)
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Implementation Action Plan

Priority Action 1: + Transplant donor coordinators appointed in all

Promote the role of hospitals.

transplant donor + Five Transplant donor coordinators at regional

coordinators level. Transplant donor coordinators receive regular
training.

+ Training is arranged as part of the personnel
training programmes of hospitals and professional
networks.

+ Ministry for Welfare and health started the process
to nominate a national transplant donor
coordinator. The national coordinator will have the
responsibility to organize training on national level
in the future.

e The training for transplant donor coordinators has
not been tested for effectiveness.

e Finland does not use national or international
accreditation schemes to qualify transplant donor
coordinators.

Priority Action 2: + Government has stimulated initiatives to improve
Promote Quality the quality of the identification of potential donors,
Improvement Programmes the donation process, the procurement process.

Priority Action 3: + Finland has directed®®* living donation programmes.

Exchange of best practices
on living donation
programmes among EU MS

e Finland does not have undirected living donation
programmes.

+ There is an independent body that evaluates the
living donor, before the start of the procedure.

+ At national level, there are registers established to
evaluate and guarantee the health and safety of
living donors.

+ Organ trafficking is prohibited by law.

Priority Action 4: + There are communication guidelines for informing
Improve the knowledge and the public about organ donation and
communication skills of transplantation.

health professionals and + Programmes are deployed to improve knowledge
patient support groups and communication skills of health professionals

dealing with organ transplantation.

e No programmes are deployed to improve
knowledge and communication skills of patient
support groups on organ transplantation. However,
patient support groups actively co-operate with
governmental organisations.

e No periodic meetings with journalists were
organized since the EU Action Plan was
implemented.

Priority Action 5: e Finland does not provide easily accessible

221 We are aware that the use of the definition ‘related and unrelated living donation’ is
more common in practice. For comparison with 2012, we asked for directed and
undirected living donation, which is defined as follows: Undirected living donation
(or altruistic living donation) means making a living donation to strangers. Directed
living donation means that the donor and recipient have a social relationship

(partner, family or friend).
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Facilitate the identification of
organ donors across Europe

Priority Action 6:
Enhancing the organisational
models of organ donation
and transplantation

Priority Action 7:
Promote EU-wide
agreements on aspects of
transplantation medicine

Priority Action 8:
Facilitate the interchange of
organs between national
authorities

Priority Action 9:
Evaluation of post-transplant
results

Priority Action 10:
Promote a common
accreditation system

information to its citizens about their legal position
as a possible donor in other countries across the
EU.

Finland has been involved in cooperation activities
with Estonia.

Transplant centre in
Scandiatransplant network.

Finland acts in

Finland has agreements with other organ exchange
organisations in place regarding:

Exchanging organs, collecting data with/for the
country.

Finland does not have agreements with other
countries to prevent and address possible cases of
organ trafficking.

For the interchange of organs between national
authorities, Finland is part of Scandiatransplant.

All patients are involved in this interchange.

Organs that are involved: liver, kidney, heart, lung,
pancreas, small bowel.

Post-transplant results of organ recipients are
evaluated, 3, 6 and 12 months after
transplantation.

The evaluation of post-transplant results is
supported by a vigilance system.

Finland accepts donor organs from donors with
diabetes mellitus, hypertension, renal insufficiency
and donors aged over 60.

Procurement organisations and transplantation
centres are controlled or audited on a regular basis.
Finland does not promote an accreditation system
for procurement organisations and transplantation
centres.

Participation in EU-funded projects during the Action Plan period (2009-
2015)

Regarding EU-funded projects, Finland did not participate in a project related to organ
donation and transplantation funded by the EU Health Programme.

Finland regularly contributed to annual Indicators' exercise prepared in the working
group on indicators®??. In addition, it is a member of the Council of Europe Committee
(Partial Agreement) on Organ Transplantation (CD-P-TO?%3).

Conclusions

Both Finland’s deceased donation rate and living donation rate increased since 2008.
This is positive. Chances may lie within DCD, expanded criteria donors and living
donation.

Since the EU Action Plan, Finland published a national action plan (2015), nominated a
national expert group on organ donation and transplantation and hospitals have set up
working groups and audit systems.

222 For more information about the working groups, see chapter 3.

223 For more information about CD-P-TO, see Annex 3.
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Finland’s CA indicated some next steps at national level concerning the Action Plan:
1) keeping the donation working groups and audit systems active;
2) nominate a national donor coordinator;
3) work on training programs and
4) change the legislation in order to make kidney donation possible for non-family
donors.

For the European cooperation, Finland indicated that it would be desirable to continue
cooperation in the form of

1) working groups;

2) strengthen the cooperation between the field of tissues and cells;

3) have more attention for guidelines for the quality of laboratories;

4) prevention of criminal and illegal activities;

5) develop the reporting system for serious adverse reactions and

6) have more cooperation between competent authorities in general.
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10. France

Background information®?*

With a deceased donation rate PMP of above 25 in 2015, France’s deceased donation
rate is amongst the highest of the countries included in this study. In 2015, deceased
donor transplant procedures were carried out involving kidneys, livers, hearts, lungs,
heart-lungs, pancreases and small bowels.

With a living kidney donation rate PMP of less than 10 in 2015, France’s living kidney
donation rate PMP is among the lowest of the countries included in this study. In 2015
living donor transplant procedures were carried out involving kidney and liver.
Donated organs are allocated at the local and national levels and allocation is based on
a scoring system. Together with Italy and Spain, France formed a new cooperation
agreement, the South Transplant Alliance (SAT) (SAT, 2013).

A National Action Plan was presented at a Competent Authority meeting on 27
September 2011.

Since 1976 (“Caillavet law™), an opt-out system (presumed consent) is in place. In
practice, if the will of the deceased is not registered in the non-donor registry, the
opinion of the next-of-kin is nevertheless respected if they can show evidences that
the deceased person was opposed to donation or if they have very strong objections
against organ donation. Refusal to be an organ donor can be expressed in the non-
donor register from the age of 13 years or in a signed written document.

Financing of organ donation
In case of deceased and living donation all the costs and expenses related to the
donation are directly funded by the national health insurance system.

224 gSources: FACTOR survey filled in and information additionally provided by national
Competent Authority. Guide don d'organes 2012; Competent Authority France.

(2011). Presentation National Action Plan France, 27 September 2011.
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Key figures®?®

Population in millions 63.6 63.9 64.7 65.1 63.5 64.3 64.6 64.4
Family refusal rate 976/- 526/- 559/ 616/- 727/- 700/- 716/- 738/-
(refusals/times

asked)

Actual deceased 1610/ 1543/ 1538/ 1630/ 1642 1680/ 1695/ 1824/
donation rate 25.3 241 23.8 25 /259 26.1 26.2 28.3
(total/per million

population, pmp)

Multi-organ donation

rates (% of total) 67.9% 70.8% 73.5% 73.1% 73.3% 74.3% 76.5% 73.8%
Number of utilised 1490/ 1433/ - - - - =
donors (total/per 23.4 22.1

million population)

Number of donors 47 62 62 58 53 53 40 55
after circulatory death

- DCD

Number of donors 399 407 - - - 801

older than 60

Number of transplant centres

Kidney 44 44 44 44 43 43 - 43
Liver 24 24 23 23 22 21 - 21
Heart 26 25 26 26 25 25 - 25
Lung 13 14 13 13 13 12 - 12
Pancreas 11 15 12 16 11 10 - 11
Bowel 5 6 6 6 5 4 - 2
Number of deceased donor transplant procedures
Kidney 2663/ 2603/ 2609/ 2674/ 2687/ 2673/ 2718/ 2939/
41.9 40.7 40.3 41.1 42.3 41.6 42.1 45.6
Liver 990/ 1023/ 1067/ 1131/ 1144/ 1221/ 1263/ 1331/
15.6 16.0 16.5 17.4 18.0 19.0 19.6 20.7
Heart 379/ 380/ 375/ 410/ 417/ 421/ 436/ 479/
6.0 5.9 5.8 6.3 6.6 6.5 6.7 7.4
Lung 215/ 252/ 263/ 324/ 342/ 310/ 340/ 353/
3.4 3.9 4.1 5.0 5.4 4.8 5.3 5.5
Pancreas 81/ 89 96/ 73/ 72/ 85/ 79/ 78/
1.3 /1.4 1.5 1.1 1.1 1.2 1.2 1.2
Bowel 13/0.27 /0.1 9/0.1 10/0.2 7/0.1 3/0 3/0 3/0
donor transplant procedures (total/pmp
Kidney 222/ 223/ 283/ 302/ 357/ 401/ 514/ 547/
35 35 44 4.6 5.6 6.2 8 8.5
Liver 10 12 17 14 9 13 12 15
/0.2 /0.2 /0.3 /0.2 /0.1 /0.2 /0.2 /0.2

- = not known to the research team

225 Numbers are based on the Transplant Newsletter of the Council of Europe, and
corrected by the Competent Authority.
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Figure 1: Deceased Donation (DD) rates per million population (PMP) and Living
Donation (LD) rates per million population (PMP) from 2008-2015 in France*
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* Deceased Donation rates are based on the numbers as published in the Transplant
Newsletter. Living Donation rates are calculated by adding numbers of living liver and
living kidney transplant procedures, divided by the population in millions. The
percentage decrease or increase is calculated based on the average rate for 2008 and
2009 and for 2014 and 2015. This means that the years in between are not taken into
account.

Figure 2: total number of transplants* per organ per year (2008-2015)
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Implementation Action Plan

Priority Action 1: + Transplant donor coordinators have been
Promote the role of appointed: at the local/hospital level, 186 MD and
transplant donor 694 nurses (some full time, but most of them part
coordinators time or on duty).

+ Transplant donor coordinators receive both initial
and regular training.

+ Summary of the training: We consider that the
training course of a donor-coordinator should
include a minimal number of procurement to be
realised, a regional (Seminar of Initiation on the
Procurement and transplantation), and a national
training with 2 sessions per year and 50
participants per session, completed by 8 specific
courses on the procurement activity.

+ The trainings have been tested for effectiveness,
but mid and long term evaluations are not easy.

+ Hospital coordination teams are accredited by the
National Authority for Health and activities as part
of the national Hospital accreditation program and
are authorised by the Regional Health Agencies
(the Agence de la biomedicine is consulted). A
Quality Assurance program (Cristal Action) has
been developed Additionally, a self-evaluation
manual was drafted by ABM, allowing donation
coordination team to perform continuous quality
control of their activity. Audits are conducted, they
analyse the overall organisation of the coordination
team based on defined items included in a
formalised chart.

+ The EU supported activities have contributed to the
promotion of the role of the transplant donor
coordinators, because they are open to other
systems and practices.

Priority Action 2: + The government has stimulated initiatives to
Promote Quality improve the quality of the identification of potential
Improvement Programmes donors, the donation process, the procurement

process, the transplantation process, and the
follow-up care.

+ The EU Action Plan allowed comparison with other
Member States quality control systems.

+ EU supported activities have contributed to the
promotion of Quality Improvement Programmes:
ACCORD update of living donors follow-up register.

Priority Action 3: + France has a directed??® living donation programme
Exchange of best practices which was a priority in the 2012 - 2016 Action
on living donation Plan. Main objectives of the national transplantation

action plan 2012-2016 were: Promote coelioscopic
technique for kidney retrieval (more than 90 %);

226 \We are aware that the use of the definition ‘related and unrelated living donation’
is more common in practice. For comparison with 2012, we asked for directed and
undirected living donation, which is defined as follows: Undirected living donation
(or altruistic living donation) means making a living donation to strangers. Directed
living donation means that the donor and recipient have a social relationship

(partner, family or friend).
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Priority Action 4:

Improve the knowledge and
communication skills of
health professionals and
patient support groups

Priority Action 5:
Facilitate the identification of
organ donors across Europe
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Support motivated and active centres; Strengthen
transplant coordination staff; Follow-up Register of
living donors : improve items definition and
exhaustivity of the data collected; A National study
of Quality of Life was carried out that showed that
« 98% of the living donors feel like they would do it
again (if it were possible) »; Communication plan
to professionals and patients (public in a 2nd time);
Improve financial neutrality for the donor.

There are no undirected living donation
programmes.

There is an independent body to evaluate the living
donor’s understanding of the donation process and
the donor’s consent before the start of the
procedure of living donation.

A register is established at the national level for the
follow up of living donors.

Organ trafficking is prohibited by law, but the 2015
Council of Europe Convention against organ
trafficking has not yet been signed by France.
National policy on living donation programs is
influenced by the EU Action Plan: It was inspiring,
living donation was enlarged to extended family
donors and best friends. And programme for cross
over donation was developed (between 2 pairs).

EU supported activities did contribute to the
promotion of living donation programs: COORENOR
& ACCORD for Living donors practices, Living
Donors tool kit/best.

There are communication guidelines for informing
the public. France deploys programs to improve
knowledge and communication skills of all health
care (hospital) personnel and patient associations.
Periodic meetings have been organised with
journalists and patient associations.

Guidelines and deliverables developed by EU
supported activities are used by the professionals.
The national policy on public awareness of organ
donation is not influenced by the EU Action Plan.

EU supported activities did not contribute to the
promotion of public awareness.

France does not provide information to its citizens
about their legal position as a possible donor in
other countries across the EU.

The following people can legally be donors in
France: national residents, residents with a foreign
nationality who die in France.

Criteria required to be admitted to the waiting list:
registration is done by the transplant team and
must be confirmed by the director of the transplant
centre (administrative control).

5746 transplanted patients in 2015: 77.6 % were
local residents, 20.4 % foreign residents, and 2 %
non-residents.

National policy on cross-border donation is not
influenced by the EU Action Plan.
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+ EU supported activities contributed to the
identification of cross-border donors: COORENOR
and FOEDUS facilitated and enhanced cross-border
organ exchanges and FOEDUS even harmonized
Donor evaluation and the quality of Organs being

exchanged.
Priority Action 6: + France is involved in twinning projects. Twinning
Enhancing organisational activities led by the Agency of biomedicine in
models France consist of providing direct support to

Member States from one to another by the mean of
practical collaborations on the lines of the EU
“Action plan on Organ Donation and
Transplantation” (2009-2015) and the “Organ”
Directive 2010/53/EU.

e Thanks to this concrete transfer of
expertise, the overall aim is to support
candidates in developing their organ
donation and transplantation system.
Supported Member States seeking
developments identified areas of interest
and collaboration was organized with a
supporting Member State showing extensive
experience in the targeted area. Finally,
three different twinnings were programmed
1) Twinning to develop a training
programme for organ procurements in
Hungary, 2) Twinning to develop the
Bulgarian Transplant system, 3) Twinning to
develop an Authorization and Audit system
for Transplant Centres in Lithuania Cyprus,
Malta and Czech republic.

e Twinning with Moldova: to develop their
transplant system and agency notably
dealing with those activities.

e Bilateral Cooperation with Swisstranplant:
organ donation and transplantation.

e France is part of the South Alliance for
Transplant.

+ These projects led to the following changes: Know-
how exchanges, increased cross-border organ
exchanges, paired cross-border living donation with
Switzerland.

e France has not used structural funds and/or other
community instruments (EU funding) for the
purpose of the development of transplantation
systems.

+ Transplantation centres or hospitals participate in
networks. Additionally each tool and guide
developed by the Agence de la biomedecine is a
national collaborative effort with professionals;
depending on the targeted step, different
professionals are called in working groups. Either
for recommendations, tools, guidelines developed
by the Council of Europe.

e The organisational model of the donation and
transplantation system has not been influenced by
the EU Action Plan.
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Priority Action 7:
Promote EU-wide
agreements on aspects of
transplantation medicine

Priority Action 8:
Facilitate the interchange of
organs between national
authorities
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EU supported activities contributed to enhancing
the organisational model of the donation and
transplantation system: COORENOR thanks to the
mapping of other MS systems in place. ACCORD
thanks to the twinning activities and the training/
certification of surgeons for abdominal organ
retrieval.

France has agreements with other countries for
exchanging organs (Bilateral agreement with
Swisstransplant, Member of the South Alliance for
Transplant (SAT)), mainly organ exchange through
the Foedus platform and liver exchange through a
bilateral agreement with Swiss transplant).

France has no agreements with other countries to
prevent and address organ trafficking: the main
challenges are: Worldwide: Lack of tight regulation
and traceability even in Europe; Lack of transplant
programmes and regulating/ controlling agencies in
some countries. However France has been
conducting regular surveys since 2006, among
transplant and dialysis centres, to identify patients
who went abroad (outside the EU) to be
transplanted.

Future research programmes should ideally focus
on Quality and safety: bio-vigilance register and
DO's procedures; Training for surgeons; Training
for coordinators; Donor management: guideline
and training; Training on the use of perfusion
machines; Setting Dbilateral agreement for
paediatrics transplant.

The development of EU-wide agreements is not
influenced by the EU Action Plan.

EU supported activities: COORENOR, ACCORD, and
FOEDUS contributed to this development.

France is part of a fixed collaboration: a multi-
lateral collaboration, namely the South Alliance for
Transplants (SAT), and of bilateral collaborations,
with neighbouring countries.

Patient groups involved are: all patients, patients
with urgent needs for transplantation, highly
immunised and Paediatric patients for instance.
Organs involved are liver, kidney, heart, lung,
pancreas, small bowel.

In 2015 10 organs came from abroad, 30 organs
left the country.

France has offered non-allocated organs to other
countries, the organs involved were liver, kidney,
heart and lung.

Procedures for offering non allocated organs to
other countries are evaluated.

France participates in the use of the FOEDUS IT-
platform for the facilitation of cross-border
exchange.

The national policy on the interchange of organs is
not influenced by the EU Action Plan.

EU activities COORENOR and FOEDUS contributed
to the interchange of organs between countries.
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Priority Action 9: + Post-transplant results of organ recipients are
Evaluation of post-transplant evaluated on a national level, results are
results systematically collected in a database/register at

the national level.

+ Results are evaluated 1, 3, 6 and 12 months after
transplantation and then on a regular basis to
evaluate the graft or the patient long term
survivals.

+ Organs are accepted from donors with
comorbidities (extended criteria donors): diabetes
mellitus, hypertension, renal insufficiency,
infectious diseases such as hepatitis, and from
donors older than 60 years.

e National policy on the evaluation of post-transplant
results is not influenced by the EU Action Plan.

e EU supported activities did not contribute, to the
evaluation of post-transplant results: France had
already an evaluation programme in place.

Priority Action 10: + Procurement organisations and transplantation
Promote a common centres are authorized by the regional health
accreditation system agencies.

e The EU Action Plan has not influenced national
policy on the promotion of authorisation and
accreditation systems.

e EU supported activities did not contribute to the
promotion of accreditation systems.

Participation in EU-funded projects during the Action Plan period (2009-
2015)

Regarding EU-funded projects, France was coordinator of the Alliance-O project*’ and
core work package leader in COORENOR (replacing Austria), ELIPSY and ODEQUS. The
country is core work package leader in ACCORD and FOEDUS. France was a partner in
DOPKI, ETPOD, EULID and EFRETOS.

227

In 2010, 2011 and 2012, France participated in the working group on indicators?*® and
in the data collection exercise launched by the working group. It also participated in
the working group on deceased donation and the working group on living donation.

In addition, it is a member of the Council of Europe Committee (Partial Agreement) on
Organ Transplantation (CD-P-TO%?°). At the Council of Europe, the “Agence de la
Biomédecine” (National Transplant Organisation) representative is also the CD-P-TO
representative for discussions with European countries for the implementation of an
international convention against organ trafficking.

Conclusions
Both France’s deceased donation rate and living donation rate have increased since
2008. This is very positive. The challenge for France would be to maintain this
development.

France’s CA indicated that the important topics for European attention would be:
biovigilance systems, quality improvement programmes, cross border exchange of
donors.

227 For more information about EU-funded projects, see chapter 3.
228 For more information about the working groups, see chapter 3.

22% For more information about CD-P-TO, see Annex 3.
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11. Germany

Background information®3°

With a deceased donation rate PMP between 10 and 20 in 2015 Germany belongs to
the majority of the countries included in this study, though these rates are decreasing.
In 2015, deceased donor transplant procedures were carried out involving kidneys,
livers, hearts, lungs, pancreases and small bowels.

With a living kidney donation rate PMP of around 8 in 2015, Germany'’s living kidney
donation rate PMP is among the higher of the countries included in this study. In 2015
living donor transplant procedures were carried out involving kidney and liver. Austria
has a relatively high number of lung transplants, with more than 100 lung transplants
a year.

Germany is part of Eurotransplant
Eurotransplant.

231 and donor organs are allocated through

A National Action Plan was presented at a Competent Authority meeting on 6-7
September 2010.

Since November 5th 1997 an opt-in system is in place, in which one can decide to
give consent to organ donation, refuse removal or delegate the decision to consent or
refuse to a representative. New legislation was added in August 2012 (first part of
transposition of the Directive 2010/53/EU), proposing to ask citizens more frequently
about their position towards donation (for example via

health insurances). In case the will of the deceased is not known, the responsible
physician is obliged to ask the next-of-kin - or a possible appointed representative - if
any declaration of the will of the deceased regarding removal exists. If this is not the
case, organ removal can only take place with consent of the next-of-kin — or a
possible representative — who have to decide in accordance with the presumed will of
the deceased. Every person of 16 years and older can give consent to organ donation
in a “donation-declaration” or, if 14 years and older, refuse removal.

Financing of organ donation
In case of deceased and living donation the recipient’s insurance company pays for the
expenses.

230 gources: FACTOR survey filled in by national Competent Authority; Competent
Authority Germany. (2010). Presentation National Action Plan Germany, 6-7
September 2010; Deutsche Stiftung Organtransplantation (2006). Report on the
general European situation: technical, legal and sociosanitary point of view
(deliverable project DOPKI) DOPKI; DSO: Jahresbericht 2008; Eurotransplant
(2009). Yearly Statistics 2008; Eurotransplant International Foundation: Annual
Report 2010; Eurotransplant (2011b). Yearly Statistics 2011; Institut fur Qualitat
und Patientensicherheit (BQS): www.bgs-qualitaetsreport.de/2008; Institut fur
angewandte Qualitatsforderung und Forschung im Gesundheitswesen GmbH
(2011), Qualitatsreport 2010.

Regarding EU-funded projects, Eurotransplant was coordinator of EFRETOS, core

work package leader of EDD and FOEDUS, and partner in COORENOR.
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Key figures®3?

Populatlon in millions 82 2 81 9 81 8 81 8 82 7 80 7

Family refusal rate - - - - - - - -
(refusals/times asked)
Actual deceased donation 1198/ 1217/ 1296/ 1200/14.71046/876/ 864/ 877/

rate (total/per million 14.6 14.9 15.8 12.8 10.7 10.4 10.9
population, pmp)
Multi-organ donation rates 85.3 86.2 87.0 86.8 90.3 89.9 88.9 88.3

(% of total)

Number of utilised donors 1183/ 1197/ 1270/ 1177/ 1023/866/ 851/ 863/
(total/per million 14.4 14.6 15.5 14.4 12.5 10.6 10.3 10.9
population)

Number of donors after
circulatory death - DCD***

Number of donors older 396 453 479 441 417 307 313 345
than 60
Kidney 40 40 40 40 39 39 39 39
Liver 24 24 24 24 24 24 24 23
Heart 27 26 26 25 25 24 24 24
Lung 17 17 16 17 16 16 16 16
Pancreas 27 27 27 27 26 26 26 26
Bowel 9 9 9 9 9 9 9 9
Kidney 2188/ 2172/ 2272/ 2055/ 1820/1547/1508/ 1551/
26.6 26.5 27.8 25.1 22.2 18.9 18.2 19.2
Liver 1060/ 1119/ 1187/ 1116/ 1017/884/ 879/ 846/
13.0 13.7 14.6 13.8 12.4 10.8 10.7 10.5
Heart 382/ 363/4.4393/ 366/ 345/ 313/ 304/ 286/
4.6 4.8 4.5 4.2 3.8 3.7 3.5
Lung 270/ 272/ 298/ 337/ 357/ 371/ 352/ 297/
3.3 3.3 3.6 4.1 4.4 45 4.3 3.7
Pancreas 137/ 115/ 163/2.0171/ 161/ 128/ 120/ 105/
1.6 1.4 2.1 2 1.6 1.5 1.3
Bowel 11/0.18 /0.1 10/0.1 9/0.1 6/0.1 5/0.1 6/0.1 1/0.0
Kidney 565/ 600/ 665/ 795/9.7 766/ 725/ 619/ 645/8
6.9 7.3 8.1 9.3 8.8 7.5
Liver 55/0.760 /0.7 91/1.1 71/0.9 78/1 83/1 58/0.745/0.6

= not known to the research team

232 Numbers are based on the Transplant Newsletter of the Council of Europe, and
corrected by the Competent Authority.

233 Donation after Circulatory Death (DCD) is, by law, not allowed in Germany.
209



Study on the uptake and impact of the EU Action Plan on Organ Donation and
Transplantation (2009-2015) in the EU Member States

Figure 1: Deceased Donation (DD) rates per million population (PMP) and Living
Donation (LD) rates per million population (PMP) from 2008-2015 in Germany*
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* Deceased Donation rates are based on the numbers as published in the Transplant
Newsletter. Living Donation rates are calculated by adding numbers of living liver and
living kidney transplant procedures, divided by the population in millions. The
percentage decrease or increase is calculated based on the average rate for 2008 and
2009 and for 2014 and 2015. This means that the years in between are not taken into
account.

Figure 2: total number of transplants* per organ per year (2008-2015)
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Implementation Action Plan

Priority Action 1: + Transplant donor coordinators have been
Promote the role of appointed: at the local/hospital level 1689,
transplant donor however the main role is taken by a limited number
coordinators of coordinators at the national level (88).

+ Transplant coordinators receive both initial and
regular training. It is not fully clear how this varies
between local and national coordinators.

+ Summary of the training: Training on the job
(organ  protective intensive care medicine,
management of brain death diagnosis), basic
training course (organ transplantation, ethics,
communication  sKills, law/agreements, EDP,
finances, quality management), communication
seminars, advanced training courses (Organ
Donation, Indications, contraindications, risk
evaluation / expanded donor criteria Brain Death
Diagnosis Organ Protective Intensive Care Medicine
Crisis Intervention Skills (family-care, consent)
Organ Removal Techniques Organ Preservation
Team-/ Organ Transports), periodical “refresher”
seminars (Updated Items of Training-Courses
Hospital Consultation (Role-play/Video) Family Care
(Role-play/Video) Organ  Protective  Therapy
(Simulator-Training).

e The trainings have not been tested for
effectiveness. Interest was expressed, but not yet
implemented, to improve training programmes at
local level.

+ Germany uses an accreditation scheme:
Accreditation by the Aerztekammer (German
Medical Association).

+ The EU Action Plan has influenced national policy
on transplant donor coordinators - The German
Transplant Act was amended in 2012 making the
appointment of an in-house transplant coordinator
in donor hospitals mandatory and clearly defining
their responsibilities (in line with PAl). - In
transposition of Article 4 of Directive 2010/53/EU
the German Transplantation Act foresees that the
German organ procurement organization (DSO)
adopts and implements operating procedures for
specific parts of the donation process and that
these are binding also for all donor hospitals (in
line with PA 2). - The German Medial Association
has developed a framework for the training of in-
house transplant coordinators that includes training
of communication skills of all in-house coordinators
(in line with PA 4). The donor coordinators of the
DSO have been and continue to be trained in
communication skills already for many years (s.a.).
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Priority Action 2:
Promote Quality
Improvement Programmes

Priority Action 3:
Exchange of best practices
on living donation

EU supported activities have contributed to the
promotion of the role of the transplant donor
coordinators: The manual developed by the
working group of deceased donation is one of the
reference documents used in the training of
coordinators.

The government has stimulated initiatives to
improve the quality of the identification of potential
donors, the donation process, the procurement
process, the transplantation process, and the
follow-up care.

The EU Action Plan has influenced national policy
on Quality Improvement Programmes: - In
transposition of Article 4 of Directive 2010/53/EU
the German Transplantation Act foresees that the
German organ procurement organization (DSO)
adopts and implements operating procedures for
specific parts of the donation process and that
these are binding also for all donor hospitals (in
line with PA 2). - The guidelines for the
determination of irreversible cessation of brain
function (brain death) as one of the central aspects
of donor identification includes the obligation for
every donor hospital to develop OPs for the
organisation of the determination of brain death in
the donor hospital.

EU supported activities have contributed to the
promotion of Quality Improvement Programmes:
The manual developed by the working group of
deceased donation is one of the reference
documents used in the training of coordinators.
Germany has directed®® living donation
programmes. In the Czech Republic, Finland,
Germany, Hungary, Italy, Poland and Sweden, in
addition to the listed relationships, additional
donor-recipient relationships are possible due to an
open clause. The regulations in Finland, Germany
and Hungary usually require a-specific donor-
recipient relationship, but a LOD might also be
legal if there is a close personal relationship
between donor and recipient. The details of the
rules differ, though. Living donation is prohibited
when a deceased organ is available. In Germany,
for example, the distinction between regenerative
and non-regenerative organs is relevant with
regard to the donor-recipient relationship. The
removal of a kidney, part of a liver or other non-
regenerative organ, is only admissible for the
purpose of transplanting to relatives of the first or
second degree, spouses, registered life partners,

234 We are aware that the use of the definition ‘related and unrelated living donation’ is
more common in practice. For comparison with 2012, we asked for directed and
undirected living donation, which is defined as follows: Undirected living donation
(or altruistic living donation) means making a living donation to strangers. Directed
living donation means that the donor and recipient have a social relationship

(partner, family or friend).
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fiancés or other persons with whom the donor
obviously entertains an especially close personal
relationship.

e There are no undirected Iliving donation
programmes Germany.

+ At present (January 2016) 43 hospitals have a
living donation program.

+ There is an independent body to evaluate the living
donor before the start of the procedure.

+ A register is established at the national level and at
the centre/hospital level to evaluate and guarantee
the health and safety of living donors.

+ Organ trafficking is prohibited by law, but the
Council of Europe Convention is not ratified by
Germany.

e National policy on living donation programs is not
influenced by the EU Action Plan.

+ EU supported activities contributed to the
promotion of living donation programs:
Representatives of different transplant centers and
the procurement organization (DSO) and the
allocation organization (Eurotransplant, ET) actively
participated in the different projects and meetings
and reported key findings/proposals back to the
German authorities and the German transplant
community.

Priority Action 4: + There are communication guidelines for informing
Improve the knowledge and the public. According to the German
communication skills of Transplantation Act the “Bundeszentrale fur die
health professionals and gesundheitliche Aufklarung” responsible for public
patient support groups information on organ donation and organ

transplantation is obliged to inform the public
without prejudice on the complete scope of the
decision to donate organs, tissues and cells.

+ Germany deploys programs to improve knowledge
and communication skills for all health care
(hospital) personnel and for patient support
groups.

e Periodic meetings with journalists have not been
organised.

+ Guidelines and deliverables developed by EU
supported activities are used for informing the
public, improving knowledge and skills of health
professionals, and improving knowledge and skills
of patient support groups.

+ The national policy on public awareness of organ
donation is influenced by the EU Action Plan: One
of the WP leaders resulting in the development of a
communication handbook in the FOEDUS project
was the German organ procurement organization
(DS0O). The “Bundeszentrale fir gesundheitliche
Aufklarung” closely collaborated with the DSO.

+ EU supported activities contributed to the
promotion of public awareness: many of the
measures undertaken by the “Bundeszentrale fur
die gesundheitliche Aufklarung” coincide with the
measures proposed in the FOEDUS project.
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Priority Action 5:
Facilitate the identification of
organ donors across Europe

Priority Action 6:
Enhancing organisational
models

Priority Action 7:
Promote EU-wide
agreements on aspects of
transplantation medicine

214

Germany provides easily accessible information to
its citizens about their legal position as a possible
donor in other countries across the EU. The
“Bundeszentrale far die gesundheitliche
Aufklarung” also informs the public about the
regulation of organ donation in other countries via
brochures and in the internet.
(https://www.organspende-info.de/infothek/
gesetze/europa-regelungen). In this context the
public is informed that the German organ donor
card “Organspendeausweis” is valid in other
countries. In order to facilitate this the
“Bundeszentrale far die gesundheitliche
Aufklarung” also provides for translations of the
organ donor card in all 24 official languages of the
European Union and in Russian and makes them
available in the internet to be downloaded.

The following people can legally be donors in
Germany: residents with a foreign nationality who
die in Germany, non-residents who die in Germany
and illegal persons who die in Germany.

The decision regarding the placement on the
waiting list is based solely on medical grounds and
on rules that reflect the current state of medical
knowledge, especially the necessity of an organ
transplant and its chances of success.

0,5 % of transplanted patients are non-residents.

National policy on cross-border donation is not
influenced by the EU Action Plan.

EU supported activities did not contribute to the
identification of cross-border donors, as member
state within Eurotransplant Germany has always
been very active.

Germany is not involved in twinning projects.

Transplantation centres or hospitals do not
participate participate in any networks of centers of
reference.

The organisational model of the donation and
transplantation system is influenced by the EU
Action Plan: The German Transplant Act was
amended in 2012 making the appointment of an in-
house transplant coordinator in donor hospitals
mandatory and clearly defining their responsibilities
(in line with PA1).

EU supported activities did not contribute to
enhancing the organisational model of the donation
and transplantation system.

Germany has agreements with other countries for
exchanging organs (Eurotransplant), collecting data
(ELTR, ERA-EDTA registries...): Eurotransplant
collects data for Germany and exchanges data with
different registries according to consent from the
centers, and for research activities: The member
states within Eurotransplant support research on
organ allocation and transplantation.
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+ Germany has agreements with other countries to
prevent and address organ trafficking. The main
challenges are: Organ shortage remains the main
challenge with regard to organ trafficking.

+ Suggestions for future research programmes: With
regard to the cooperation within Eurotransplant it is
research on allocation, allocation development,
outcome of transplantation.

e The development of EU-wide agreements is not
influenced by the EU Action Plan.

e EU supported activities did not contribute to this
development.

Priority Action 8: + Germany is part of a multi-lateral collaboration,
Facilitate the interchange of Eurotransplant.

organs between national + Patient groups involved in this collaboration are: all
authorities patients.

+ Organs involved are liver, kidney, heart, lung and
other, being pancreas, small bowel.

e No information about how many organs came from
abroad, or left the country. Germany is a member
state of Eurotransplant.

e Germany has not offered non-allocated organs to
other countries, there were no ‘non allocated’
organs.

e Evaluation procedures for offering non allocated
organs to other countries are not applicable.

e Procedures for the exchange of organs of urgent
and difficult-to-treat patients are not applicable,
Germany is a member state of Eurotransplant.

e Participation in the use of the FOEDUS IT-tool for
the facilitation of cross-border exchange is not
applicable.

e Influence of the EU Action on the national policy on
the interchange of organs is not applicable.

e Contribution of EU activities to the interchange of
organs between countries is not applicable,
Germany is a member state of Eurotransplant.

Priority Action 9: + Post-transplant results of organ recipients are
Evaluation of post-transplant evaluated on a national level: results are
results systematically collected in a database/register at

national level.

+ Results are measured 3 and 12 months after
transplantation and currently yearly up to three
years, extension of the follow-up period is planned.

+ The evaluation of post-transplant results is
supported by a vigilance system.

+ Donor organs are accepted from patients with
diabetes mellitus, hypertension, renal insufficiency,
infectious diseases such as hepatitis, and from
donors older than 60 years.

e National policy on the evaluation of post-transplant
results is not influenced by the EU Action Plan.

+ EU supported activities contributed to the
evaluation of post-transplant results: structure and
principles for data set of the planned transplant
register will take into account the EFRETOS data
set.
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Priority Action 10: + Procurement organisations and transplantation
Promote a common centres are controlled or audited on a regular basis
accreditation system but Germany not yet promotes an accreditation

system for transplantation centres, but it is planned
by 2017 (year).

+ The following accreditation systems are used: - for
donation (coordinators): specialisation and training,
regional (Landesaerztekammern) and national - for
procurement (surgeons): specialisation and
training, national (Bundesaertzekammer, Deutsche
Transplantationsgesellschaft) - for transplantation:
specialisation (Zusatzweiterbildung Transplanta-
tionsmedizin), national Bundesaertzekammer,
Deutsche Transplantationsgesellschaft) - for other
staff involved in donation and transplantation:
national (Deutsche Transplantationsgesellschaft.

e The EU Action Plan has not influenced national
policy on the promotion of accreditation systems.

e EU supported activities did not contribute to the
promotion of accreditation systems.

Participation in EU-funded projects during the Action Plan period (2009-
2015)

Regarding EU-funded projects Germany was core work package leader in the projects
ELIPSY?®*® (replacing Norway), EULOD and ODEQUS. The country is core work package
leader in FOEDUS. Furthermore it was a partner in DOPKI, Alliance-O, ETPOD and
EFRETOS and is a partner in ACCORD.

In 2010, and again 2012, the country participated in the working group on
indicators®*® as well as in the annual data collection. The country also participated in
the working group on living donation. In addition, it is a member of the Council of
Europe Committee (Partial Agreement) on Organ Transplantation (CD-P-TO%¥").

Conclusions
Germany’s deceased donor rate decreased since 2008, and the living donor rate
increased since 2008.

Germany has a long tradition of organ donation and transplantation. According to the
German CA Prioriy Action (PA) 1 has been important for them, because it has
reinforced Germany’s own actions and supported the amendment of transplant laws in
Germany. Next to the coordinators of the German organ procurement organization
who are responsible for the coordination of the organ donation and procurement
process, in 2012 so-called transplant donor responsible persons were mandatorly
introduced at all potential donor hospitals in Germany. They are mainly responsible for
identifying potential donors and rising awareness for organ donation among hospital
personell. In addition, PA 4 (improve knowledge) has been valuable, especially the
cooperation with other countries, and PA 9 (evaluation of post-transplant results) has
been valuable in Germany as support for the amendment of the transplant law and the
establishment of a national register.

A few years ago there was a transplant scandal in Germany and that has led to a loss
of public trust. As a consequence a series of measures were taken to intensify

235 For more information about EU-funded projects, see chapter 3.
236 For more information about the working groups, see chapter 3.

237 For more information about CD-P-TO, see Annex 3.
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supervision as well as increase transparency in organ transplantation and thereby
attain public trust. German CA’s state that to increase the donation rate, Germany
needs not only to regain the public trust, but also to investigate why the donation rate
is so low in Germany. It needs to be better able to identify possible donors locally
within the hospitals, in the context of end-of-life care. In this context focus on the
wishes of donors is of crucial importance. Now that the transplantation law has been
amended and a national register is installed, the focus is on implementing this law.
Key words are: quality, safety, organizational capacity and transparency.

EU cooperation should continue regarding the in-hospital organ transplant coordinator.
They need to find their place in the hospitals and within the organ donation process.

EU cooperation is also important to improve transparancy, to exchange data between
different countries and to learn from each other. More standardisation is needed but
complete harmonisation should not be a goal because the countries are too different,
not only in size but also in culture. Learning from each other through this platform is
essential.
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12. Greece
Background?®3®

In Greece the first human kidney transplantation was performed in 1968 and the first
liver transplantation was performed in 1990. In 1990 the first heart transplantation
was carried out. With a deceased donation rate PMP under 5 in 2015, Greece’s
deceased donation rate PMP is amongst the lowest of the countries included in this
study. In 2015, deceased donor transplant procedures were carried out involving
kidneys, livers and hearts.

With a living kidney donation rate PMP of less than 5 in 2015, Greece’s living kidney
donation rate PMP is among the lower of the countries included in this study. In 2015
living donor transplant procedures were carried out involving kidney.

Donor organs are allocated at national level.

A National Action Plan was presented at a Competent Authority meeting in March
2011.

Since 2013, an opt-out system (presumed consent) is in place. After death of a
citizen who had not expressed any opposition to donation during his/her life, a family's
written consent is required.

Financing of organ donation
In case of deceased and living donation the national insurance of the recipient pays all
the expenses.

238 gources: FACTOR survey filled in by national Competent Authority, and information
additionally provided; Competent Authority Greece (2011). Presentation National
Action Plan Greece March 2011; Information provided by H. Nys, November 2012;
Lopp, L. (2012). Final Report: A Common Frame of Reference for European Laws
on Living Organ Donation, Work Package 3: Legal Restrictions and Safeguards for
Living Donation in Europe / Part |I: Unrelated Organ Donation (EULOD project)

EULOD.
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Key figures®3®

Table ~ [2008 [2009 [2010 [2011 [2012 [2013 [2014 [2015
Population in millions 11.0 112 11.2 114 114 111 11.1 11.0
Family refusal rate 53/158 18/110 6/13 - 40/117 32/122 - -

(refusals/times asked)
Actual deceased donation rate 98/8.9 71 /6.345/4.0 79/6.9 77/6.8 62/5.6 50/4.5 39/3.5

(total/per million population,

pmp)

Multi-organ donation rates (% 79.6 71.8 87.0 64.6 85.7 83.8 92 79.5

of total)

Number of utilised donors 98/8.9 71 /6.345/4.0 79/6.9 77/6.8 62/5.6 50/4.5 39/3.5

(total/per million population)

Number of donors after 0] 0] (0] 0 0 0 0] 0

circulatory death - DCD?**

Number of donors older than 17 = 8 - 20 21 7 10

60

Kidney 4 4 5 5 5 5 5 5

Liver 2 2 1 1 1 1 1 1

Heart 1 1 1 1 1 1 1 1

Lung 1 1 1 0 0 0 0] 0

Pancreas 1 1 0 1 0 0 0 0

Bowel 0 0 0 0 0 0 0] 0

Number of deceased donor transplant procedures (total/pmp

Kidney 186/ 116/ 76/ 137/ 130/ 107/ 88/ 63/
16.9 10.4 6.8 12.0 11.4 9.6 7.9 5.7

Liver 58/5.3 33 /2.925/2.2 40/3.5 47/4.1 31/2.8 27/2.4 22/2.0

Heart 16/1.5 8 /0.7 5/0.4 6/0.5 18/1.6 9/0.8 12/1.1 6/0.5

Lung 3/0.3 3/0.3 2/0.2 O 0 0 0 0

Pancreas 2/0.2 3/0.3 0O 1/0.1 O 0 0 0

Bowel 0 0 0 0 0 0 0 0

Number of living donor transplant procedures (total/pmp

Kidney 52/4.7 34 /3.032/2.9 46/4.0 41/3.6 44/4.0 42/3.8 35/3.2

Liver 0 0] 0] 0 0 0 0] 0

239 Numbers are based on the Transplant Newsletter of the Council of Europe, and
corrected by the Competent Authority.

240 Donation after Circulatory Death (DCD) is not allowed in Greece.
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Figure 1: Deceased Donation (DD) rates per million population (PMP) and Living

Donation (LD) rates per million population (PMP) from 2008-2015 in Greece*
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* Deceased Donation rates are based on the numbers as published in the Transplant
Newsletter and corrected by the Competent Authority. Living Donation rates are
calculated by adding numbers of living liver and living kidney transplant procedures,

divided by the population in millions. The percentage decrease or increase

is

calculated based on the average rate for 2008 and 2009 and for 2014 and 2015. This
means that the years in between are not taken into account.

Figure 2: total number of transplants* per organ per year (2008-2015)
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Implementation Action Plan

Priority Action 1:
Promote the role of
transplant donor
coordinators

Priority Action 2:
Promote Quality
Improvement Programmes

Priority Action 3:
Exchange of best practices
on living donation

Transplant donor coordinators have been
appointed: 100 at the local/hospital level, 3 at the
regional level and 5 at the national level.
Transplant donor coordinators receive specific
training: Seminars organised by EOM.

Summary of the training: Training of the local
coordinators and other health professionals from
our hospitals in order to create teams for the early
detection of donors, the improvement of family
approach and the preservation of the donor, with
the ultimate purpose to increase donation and
transplantation.

The trainings have not yet been tested for
effectiveness.

Greece uses an accreditation scheme to qualify
transplant donor coordinators: TPM training course
and 1 year training course in Greece (6 month in
the ICU and 6 months in the Hellenic Transplant
Organization.

The EU Action Plan has influenced national policy
on transplant donor coordinators: To create
regional branches and, in a local level, teams in the
ICU. Educate transplant donor coordinators.

EU supported activities have contributed to the
promotion of the role of the transplant donor
coordinators: Coordinators were trained in order to
train other Coordinators. ETPOD courses are
performed very often in hospitals.

The government has stimulated initiatives to
improve the quality of the identification of potential
donors, the donation process and the procurement
process.

The national policy on Quality Improvement
Programmes will be influenced by the EU Action
Plan.

EU supported?®*® activities did not contribute to the
promotion of Quality Improvement Programmes.
Greece has directed living donation programmes.
So far directly living donation is performed only for
kidney transplantation.

There also are undirected living donation
programmes: So far undirected living donation is
performed only for kidney transplantation and only
after a relevant judgment decision.

4 hospitals have a living donation program.

241 We are aware that the use of the definition ‘related and unrelated living donation’
is more common in practice. For comparison with 2012, we asked for directed and
undirected living donation, which is defined as follows: Undirected living donation
(or altruistic living donation) means making a living donation to strangers. Directed
living donation means that the donor and recipient have a social relationship

(partner, family or friend).
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e There is no independent body to evaluate the living
donor before the start of the procedure.

e There are no registers established to evaluate and
guarantee the health and safety of living donors.

+ Organ trafficking is prohibited by law, but Greece
has not vyet ratified the Council of Europe
Convention.

+ National policy on living donation programs will be
influenced by the EU Action Plan.

e EU supported activities did not contribute to the
promotion of living donation programs.

Priority Action 4: + There are communication guidelines for informing
Improve the knowledge and the public. Greece deploys programs to improve
communication skills of knowledge and communication skills of for all
health professionals and health care (hospital) personnel but not yet for
patient support groups patient support groups.
+ Periodic meetings have been organised with
journalists.

+ Guidelines and deliverables developed by EU
supported activities are used to inform the public,
improve knowledge and skills of health
professionals and of patient support groups and to
organise periodic meetings with journalists.

+ The national policy on public awareness of organ
donation is influenced by the EU Action Plan.

+ The EU supported activities contributed to the
promotion of public awareness.

Priority Action 5: + Greece provides easily accessible information to its
Facilitate the identification of citizens about their legal position as a possible
organ donors across Europe donor in other countries across the EU.

+ The following people can legally be donors in
Greece: residents with a foreign nationality who die
in Greece, and non-residents who die in Greece.

+ Criteria required to be admitted to the waiting list:
residency in Greece, local nationality and signed up
with local social security or health care insurance.

+ National policy on cross-border donation will be
influenced by the EU Action Plan.

+ EU supported activities contributed to the
identification of cross-border donors: FOEDUS
(exchanging surplus organs from our donors and
from donors abroad).

Priority Action 6: + Greece is involved in twinning projects, as member
Enhancing organisational of two  Dbilateral collaborations. Topics are:
models Exchange organs, Transplantation of urgent and

paediatric patients (liver, heart) and patients who
require lung transplantation in collaboration with
Italy and Vienna.

+ These projects Ilead to changes: Organ
transplantation of urgent and paediatric patients
(liver, heart) and patients who require lung
transplantation.

e Greece has not used structural funds and/or other
community instruments (EU funding) for the
purpose of the development of transplantation
systems.
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Priority Action 7:
Promote EU-wide
agreements on aspects of
transplantation medicine

Priority Action 8:
Facilitate the interchange of
organs between national
authorities

Priority Action 9:
Evaluation of post-transplant
results
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Transplantation centres or hospitals participate in
networks of reference: For liver transplantation
(especially for patients who need an urgent
transplantation and for paediatric liver
transplantation from a living or deceased donor)
with CNT - Italy and lungs with Eurotransplant-
Vienna (our Lungs Transplant Centre is not yet in
operation).

The organisational model of the donation and
transplantation system will be influenced by the EU
Action Plan.

EU supported activities, especially ACCORD,
contributed to enhancing the organisational model
of the donation and transplantation system.

Greece has agreements with other countries for
exchanging organs, treating each other’s patients,
supporting the development of new transplantation
programmes, and training/certifying health care
professionals (surgeons, coordinators).

Greece does not have agreements with other
countries to prevent and address organ trafficking.
Future research programs should focus on: -
Training - Increase number of donors - Family
Approach - Communication sKkills.

The development of EU-wide agreements is
influenced by the EU Action Plan.

EU supported activities contributed to this
development.

Greece has bilateral agreements / collaborations
with Eurotransplant (for lung transplantation) and
with Italy (for urgent liver / paediatric liver and
paediatric heart transplants). Patient groups
involved are: Patients with urgent needs for
transplantation and paediatric patients.

In