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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 (PAl) 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 (PAS8).

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).

3 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 0 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% 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 41%.

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 (EOEOQO). 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, CZ).
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/
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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).
Optimizing living donation programmes, in particular for kidneys and livers.
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 (PA8).

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

M Yes
PA5: Organ donors across Europe = No
PA6: Organisational models mN/A

PA7: EU-wide agreements
PAS8: 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
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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 PA1 (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:

e 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™Y).

e 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®®,

e 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

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/

13" http://edith-project.eu/

4 http://www.eulivingdonor.eu/eulid/what-is-eulid.html
15 https://coorenor.ders.cz/display/CRN/Home

16 http://www.esot.org/EULOD/home

17" http://wp2.eulivingdonor.eu/lidobs-project/

18 http://www.esot.org/ELPAT/home

19 http://www.foedus-ja.eu/

20 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

23
24

16



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

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.

2> http://www.esot.org/

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

27 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 limited
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.

e 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%).

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 number 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
health3®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.

4. Support systems
to be efficient
and accessible

5. Improve quality
and safety of
organ donation
and
transplantation

3. Quality
and

9. Evaluation of post-transplant results
10. Common accreditation system

Figure 1.1 Overview of the Action Plan

1. Increase organ availability.

OBIJECTIVE 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.

OBIJECTIVE 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.

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

4> 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
24

w

46



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

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.

e 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

>l SWD(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
Donati503n and Transplantation (2009-2015) in the EU Member States (FACTOR
study)’”.

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

>3 http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=URISERV:sp0007

> Iceland, 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; 8

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.html
https://circabc.europa.eu/faces/jsp/extension/wai/navigation/container.jsp
80 http://www.esot.org/EDTCO/home

61 http://www.esot.org

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

8 http://www.eurocet.org/

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

8 http://www.scandiatransplant.org/

5 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:

e 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.html

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

70 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, using input from this summary, interviews were held with
representatives of 277! 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:

What worked and what did not work, and why?

What were the key challenges and how were they overcome?

What were the key successes and why were they important?

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:

(1) 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 173)

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 I,
II, and V describe organ retrieval that follows unexpected and irreversible cardiac
arrest (uncontrolled DCD), while categories III and IV refer to retrieval that follows
death resulting from the planned withdrawal of life-sustaining cardiorespiratory
support (controlled DCD). (Manara, Murphy & Callaghan, 2012).

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%).

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%).
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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
1)

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, Italy
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,
Portugal, 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.

83 12 of these countries had more than 20 pancreas transplants in 2015.
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Figure 2.9: Total humbers of pancreas transplants in 2008, 2014 and 2015 in the Member States and other
countries (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, Italy, 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
s |
26
21
B no/no data
16
non-MS
1 I I I

11 m MS
-4 2008/2009/2014/2015|2008/2009|2014/2015
>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)

6

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 (EOEQs), 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-

8 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, CZ).
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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.

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.

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.
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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.

Action Plan on Organ Donation and Transplantation (2009-2015

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 3.1: Implementation of the Action Plan per Priority Action in 36 countries®

PA1: Transplant donor coordinators
PA2: Quality improvement programmes
PA3: Living donation programmes and...
PA4: Communication skills

M Yes

PA5: Organ donors across Europe = No

PA6: Organisational models B N/A
PA7: EU-wide agreements
PAS8: Interchange organs

PA9: Post-transplant evaluation

PA10: Common accreditation

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

91
92
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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.

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

9 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 nhumber 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, Ramén 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 peference 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).
59



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

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 Illegal 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.”(SI)

103 Tnput 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).

105 Thput 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.

106 “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”.

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).

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 Tnput from the National Competent Authorities submitted to NIVEL survey.

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

113 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 714

"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,1 léaut 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.

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

115 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.

118 Tnput 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.
25 in 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. 5in 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 Ireland 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 iliness;

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

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

120 Thput 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.

Number of Number of Number of

countries stating |countries stating |countries stating

they implemented that the Action hat EU-funded
Plan influenced activities
national policy supported their

(number country on this

countries/ only EU [Priority Action

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 7/7 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.

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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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*
BIO-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 Illegal & 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.html

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

* Funded by DG RTD

70



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

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)'?3,1?*, 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 x 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 20152, 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
o COORENOR
« ODEQUS

o MODE

Countries that participated in projects that supported Priority Action 2:

Austria, Bulgaria, Croatia, Cyprus, Czech Republic, Estonia, Germany, Greece,
Hungary, France, Hungary, Italy, 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, SI,
ES, UK).

Examples of contribution of EU-funded activities in countries:3?
“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
Outcome