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high deceased donation rates in Europe

Thanks to
Eurobarometers, we
also know that
European citizens
are in favour of
donating their
organs after death
(EU average: 55%
say "yes, I would be
willing to donate
organs immediately
after my death")

Eurobarometer 3333,
October 2009

See also
Eurobarometers

183.5 (Dec. 2002)
and 272.d (Nov. 2006)

Eurobarometers:

_ http://ec.europa.eu/public_opinion/archives/eb_special_en.htm
Sources: 2014 Transplant Newsletter (Council of Europe/ONT) http://ec.europa.eu/public_opinion/archives/ebs/ebs_333a_en.pd
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Highest rates of deceased donation (> 30 pmp) in the South of Europe

Source: 2014 Transplant Newsletter 4
(Council of Europe / ONT)
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KIDNEY TX. FROM
LIVING DONORS
Annual Rate p.m.p 2013

X2 Evolution
since 2004

Source: 2005
Transplant
Newsletter

Living donation
Possible for
Kidney
transplants

(21 % of kidney
transplants in the
EU)

and liver
transplants
(3,6 % of liver
trans-

plants in the EU)

Highest rates of living donation in the North of Europe + Turkey, Malta

Source: 2014 Transplant Newsletter 5
(Council of Europe / ONT)



1) European landscape
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Commission

Deceased and living donors in the European Union, 2004 to 2013
(All 28 EU Member States in 2013 are captured for all years in this graph, even if they joined the EU after 2004)
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Constant increase in the EU in the last 10 years, thanks to living donation

Source: annual Transplant Newsletters 6
2005 to 2014 (Council of Europe / ONT)



1) European landscape
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when they joined the EU. Ex: Croatian figures included also prior to 2013)
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2004 2005 2006 2007 2008 2009 2010 2011 2012 2013

TotaIIy 31165 patients transplanted in the EU in 2013 (62 % kidney tx)
" 9912 deceased donors and 4450 living donors in 2013

Source: 2014 Transplant Newsletter 7
# A constant increase since 2004 (Council of Europe / ONT)
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Global'activityq] 778189 239864
59350 43590 24230 1690 1146900
(%% living-donation) (42,3%)0 (18,2%)0
EU(with'Croatia)¥ 190859 69739
20040 17560 8330 340 306850
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- more than 25 % of transplants worldwide took place in the European Union
in 2012 (one third for EU + Turkey, Norway, Iceland)

- the rate of kidney transplants from living donors worldwide (42%) is twice

higher than the rate for the European Union (21%)
-> for EU + Turkey, Norway, Iceland: 32:%due to high living donation rates in Turkey 3
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HEART TRANSPLANT 3

—all combinations included—

\_ Annual Rate p.m.p 2013

Heart transplants rates lower than kidney or liver transplant rates
Some countries have no heart transplant programmes - high added value of

cooperation/agreements with other countries, to propose solutions to their patients
Source: 2014 Transplant Newsletter 9
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LUNG TRANSPLANT A
—all combinations included-
\ Annual Rate p.m.p 2013
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Some countries have no lung transplant programmes
Different countries have developed different kinds of expertise
- high added value of cooperation/agreements with other countries

10

Source: 2014 Transplant Newsletter
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Many countries are members of "European Organ Exchange
Organisations"” (EOEOs)

Eurotransplant: 8 EU Member States (Austria, Belgium, Croatia,
Germany, Hungary, Luxembourg, the Netherlands, Slovenia)

Scandiatransplant: 3 EU Member States (Denmark, Finland,
Sweden) + Iceland and Norway

South Alliance for Transplant: Now 5 partner countries: 4 EU
Member States (France, Ital};, Portugal, Spain) plus Switzerland
and 1 observer: Czech Republic

Many EU Member States have bilateral agreements and/or fixed
collaborations with neighbouring countries, for example:

Spain - Portugal

Italy - Malta

Ireland - United Kingdom

etc. 11



European activities

2) Action at the level of the European Union (EU)

EU legislation:

Directive 2010/53/EU on standards of quality and safety of
human organs intended for transplantation

EU "Action Plan on organ donation and transplantation (2009-2015):
Strengthened Cooperation between Member States™

(a Communication from the Commission)

EU-funded projects
Research projects (see press pack)
Public Health projects

12



Legal basis:
Article 168 of
the Treaty on
the Func-
tioning of the
European
Union:

“setting high
sii::andall_'fls

of quali

ang safety
of organs
and
substances of
human
origin, blood

and blood
derivatives"

European
Commission

Aspiration needie

Cortex

Inner spongy layer

Bone marrow

3 sectors
explicitely
mentioned in
the Treaty:

- Blood and
blood
derivatives

- Tissues and
cells

-> Organs

Cover (even if not
explicitly listed):

- kidneys

- livers

- hearts

- lungs

- pancreas

- small bowel
- vascularised

composite

allografts
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2) EU Action

Directive 2010/53/EU of the European Parliament and of the Council
on standards of quality and safety of human organs intended for
transplantation

Adopted on 7 July 2010
To be transposed by into national laws by 27 August 2012

- EU network of National Competent Authorities meet and exchange
twice a year

Currently:
"transposition check" to verify if Directive correctly transposed

"implementing survey" to understand how the Directive is
implemented in EU Member States

Commission Implementing Directive laying down information
procedures for the exchange, between Member States, of human organs
Intended for transplantation

Aligns communications on organ characterisation (offering),
traceability and alerts

Adopted on 9 October 2012, to be transposed by into national laws
until 9 April 2014

14



2) EU Action

European
Commission

e Chain from donation to transplantation, from donor to recipient
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3 levels:

Procurement/
transplant
centres

National
@ Competent
Authorities

@ European
Commission

MNAY

Selection,
consent...

HIV, Hepatitis B,

Hepatitis C...

Processing Quality
requirements

Oversight: vigilance, traceability, authorisation, inspection...

Support tools: traceability, rapid alert system system...
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2) EU Action

Quality and safety of organs (chapter II, Articles 4 to 12)

Framework for quality and safety Transport of organs
Procurement and procurement organisations ® Transplantation centres
Organ and donor characterisation Traceability

Reporting system, management of serious adverse events & reactions
Healthcare personnel

Donor and recipient protection, donor selection and evaluation (III)
Principles: voluntary and unpaid donation
Consent requirements
Quality and safety of living donation, protection of living donors
Protection of personal data, confidentiality and security of processing

Obligations of competent authorities, exchange of information (IV)
Designations and tasks of CAs (autorisation, control/audit etc.)

Organ exchange with third countries and European Organ Exchange
Organisations (V)

General provisions (VI): reports, penalties, transposition etc.

16



2) EU Action

e The following areas are outside of the scope of the Directive:

Consent systems (opt-in / opt-out)
Management of waiting lists
Allocation criteria

Ethical aspects, legislation around brain death
But internationally: medical consensus on when & how to determine brain death

Health systems and resources

Including decision to start/stop specific donation/transplantation
programmes

- The areas remain national competence

- However, the Commission can encourage Member States to share
experiences through collaboration under the Action Plan
(voluntary tool)

17



2) EU Action
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European
Commission

with the World Health Organisation (WHO)
Mutual information Ethical issues (non commercialisation etc.)

Declaration of Istanbul on Organ Trafficking and Transplant Tourism

WHO Guiding principles on transplantation (11):

1: « Organs may be removed from the bodies of deceased persons for the purpose of
transplantation if (a) any consent required by law is obtained, and (b) there is no reason to believe
that the deceased person objected to such removal »

2: « thsicians determining that a potential donor has died should not be directly involved in organ
removal from the donor or subsequent transplantation... »

3: « Donation from deceased persons should be developed to its maximum therapeutic potential,
but adult living persons may donate organs as permitted by domestic regulations. In generla living
donors should be genetically, legally or emotianally related to their recipients. » Other principles
(no donation by living minor except narrow exceptions allowed under national law, no payment,
allocation to be guided by clinical criteria and ethical norms etc.)

with the Council of Europe (47 members, including EU Member States):
for consistent transplant policies at European level

Guide on the quality and safety of organs - for healthcare
professionals at hospital level (transplant coordinators for ex.)
Resolutions on transplant donor coordinators, living donation etc.

Convention against Trafficking in Human Organs (July 2014):
complementary to EU legislation against trafficking in human beings
(including for the purpose of organ removal)

18



European
Commission

Communication from the Commission: « Action Plan on Organ
Donation & Transplantation (2009-2015): Strengthened
Cooperation between Member States » (December 2008)

(3

(2

@ Improve quality
and safety

EU LEGAL FRAMEWORK 10 PRIORITY ACTIONS
= Directive (July 2010) (2009-2015) = Action Plan

(Dec. 2008)
19
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European
Commission

Working groups

- Deceased donation
- Living donation

- Indicators

0p)
Z
O
(Lﬁ —
S b2 2012-2013: mid-term
— > review
O = - Council Conclusions
— o (dec. 2012)
o) ©) - ACTOR study
@) o -  Commission’s
o document
______________________________ (@)
—
2016: final evaluation
ualit
Qan d y 9 evaluation of post-transplant results
Saf ety 10 common accreditation system

----------------------------- 20



Research projects: on organ preservation, immuno-suppression,

xenotransplantationetc. oo
Public health projects: “--_in your press pack!.--

Project: “"Train the trainers in transplant donor coordin_é-fi-(_)_ﬁ_’;"("2_011)
e for national/regional/local trainers (80 participants from all Europe)

e to increase organ availability

Joint action ACCORD - Assisting Member States in reaching

the full potential of deceased and living donation (2012-2015)
e Collaboration between transplant coordinators and intensive care units
e Registers for living donors
e Twinning programmes

Joint Action FOEDUS - Facilitating the Exchange of Organ Donated
in EU Member States (2013-2016), to support cross-border exchanges
e develop an IT tool to offer cross-border organs which cannot be used

at national level

e identify barriers to organ exchanges and encourage cross-border
agreements to facilitate organ exchanges

e agree on communication strategies
21



OBJECTIVES

Quality
and
Safety

10 PRIORITY ACTIONS

European
Commission

9 evaluation of post-transplant results

10 common accreditation system

Communication: an
important element
for increasing organ
availability

« organise regular
meetings with
journalists »

- National days,

- European Organ
Donation Days
(2nd Saturday in
October, Council
of Europe +
hosting country)

- Journalist
Workshops

22



3) Communicating about
organ donation and

transplantation

Communication - a topic for several EU-funded projects:
Train the trainers in transplant donor coordination (train coordinators)
European Donation Days (toolkit for eveent organisers)
http://www.europeandonationday.org/

FOEDUS (support Competent authorities developing their
coomunication capacities: optimise initiatives to improve public
awareness) http://www.foedus-ja.eu/

European Organ Donation Days: Council of Europe event, each year
hosted in a different country (hosted in Belgium in 2012, in Italy in 2013,
Portugal in 2014) http://www.eodd2014.it/eodd-2014-eng/

http://eodd2013.be/en

Personal stories / celebrities

famous persons in the country (donor, transplanted patient, opinion
leaders, including religious leaders)

human stories (not necessarily famous persons)

23
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3) Communicating about
organ donation

At the occasion of the 2014 European Organ Donation Day in Rome
Italy), the Pope Francis made a declaration in favor of organ donatlon at
the end of the Holy celebration: donation of organs after death is "a
distinctive witness of love for others" and "abuses and trafflcklng
(of organs) should be avoided” (8 Oct. 2014) - -——

http://w2.vatican.va/content/francesco/it/audiences/2014/documents/
papa-francesco 20141008 udienza-generale.html (in Italian only)

Already on 19 September 2014, Representatives
from the (WHO) Declaration of Istanbul Custodian
Group (DICG) had an audience with the Pope
Francis, who declared: "Organ trafficking and
commercialization are immoral - DICG is at
liberty to convey this message on my behalf”

President of Turkish Religious Affairs (Mehmet
Gormez, 2013) at the conference which held by
the Ministry of Health and the Turkish Transplant
Foundation “all religions totally support the
donation, there is no difference between Christianf#
and Muslim world about this issue. Giving life to =
a person means giving life the whole
humanity”.
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voltarea activititil de transplant, in
aplicarea recomandirilor din Planul de
Actiune UE, cum ar fio prezentd cres-
cutdi de coordonatori in-house In spitale
(actiunea prioritari nr. 1 a Planuluide
Actiune). Aceste eforrur uriage, condu-
seinmod activde citre coordonatorul
national Victor Zota, arat¥ dejarezul-
tate excelente: cu 114 donatori decedatl
intre 1 anuarie §i 30 octombrie 2013,
Roménia aproape ci si-a dublat numi-

ROMANIA

lded {decedatl,
cu intregul an 2012 (65 de donatord). In
2012, au avut loc apraximativaso de
procedur de transplant in Roménia,
fa¥ de peste 350 doar in primele 10luni
ale anuluizonz.

DONATORI DECEDATI VERSUS
DONATORI IN VIATA
TARILE SUD-EUROPENE SUNT
MULT MAI, SPECIALIZATE" INDO-
NARILE PROVENITE DELA DONA-
TORIDECEDATI, in timp ce in tirile
rdi istd programe bine
privind donarea de la donator in viatd.
Criteriile de alocare a unuiorgan de-
pind si de timpul de conservare pentru
respectivul tipde organ. Prin urmare,
distanta si logistica joact Intotdeauna
un rol important.

Objective: increase public awareness

Participation: totally 150 journalists from 30
countries, specialised & general media

In press pack: also national contact points

- When shared with us by authors,
articles/press releases/videos published on
our website (and translated) after all editions

http://ec.europa.eu/health/blood tissues organs/event

SEA DUBLAT
NUMARUL DE
DONATORI
DECEDATL
COMPARATIV
CUINTREGUL
AN 2012 (65 DE
DONATORI). IN
2012, AU

AVUT LOC
APROXIMATIV
250 D€
PROCEDURI DE
TRANSPLANT iN
ROMANIA, FATA
DE PESTE 350

DOAR IN PRIMELE

10 LUNIALE
ANULUI 2013,

/iournalist workshops organ en.htm#fragmentO

— Journalists Workshop -

ORGAN DONATION

AND TRANSPLANTATION

Organised in Brussels

by Commission in 2010,
2011, 2012, 2013... and
today

an invitation of
The European Commission

Szerves europaisag

Vidamabbak és késébb halnak az él6 donorok

Naponta tiz olyan eurdpai hal mi

eg, aki épp szervre var. Jelenleg

64 ezer beteg van
véarnak. A donorok széma mind
feltétlentil 2211

ten foglalkozik a kérdéssel.

IroLyi-TorAL GITTA

A7 terillet bsszetettségét
mutatja, hogy mikoz-

Y /4 ben tébb orvosi szakma
e egyiittmakodéset igeny-
Ii, néha egészen elképesztd szallitasi
feladatokat is meg kell oldani, emel-
lett etikai, szocidlis és kulturalis vo-
natkozasai is vannak. Réadasul agy-
halal dllapotdban levé személyek csa-
ladjaival kell minderrél egyeztetni.
Az azonban biztos, hogy a beteg sza-
méra a szervitiltetés legkomolyabb
komplikici6ja az, ha nem torténik
meg - fogalmaz Jaques Pirenne
transzplanticids sebész utalva arra,
hogy itt életments, de legaldbbis az
életmindséget rendkiviili modon be-
folyisol6 b i van sz0.

ebbdl & vesére
6val alulmiilja azokét, akiknek
igy az Eurdpai Unid is kiemel-

mitottuk bele, hogy az illet6 teljes értékal

életet fog éIni, visszadll a munkdba.

Magyarorszag
az Eurotransplantban

Magyarorszig 2013-ban csatlako-
zott az Eurotransplanthoz. Ez azt je-
lenti, hogy a hazai 10 milli6 helyett
most 130 milliés kdzésségben lehet
gondolkodni. Aggaly volt a csatlako-
zassal kapesolatban, hogy a magyar-
orszgi szerveket el fogjak szivni”a na-
gyobb orszdgok, és gyakorlatilag szer-
veket fogunk exportilni. Dr. Langer
Robert, a budapesti Transzplanticios és
Sebészeti Klinika vezet6je azonban sta-
tisztikakkal cifolja ezt. Mig 2011-ben
131 halottdonoros transzplantaci6 tor-
tént i 2013-ban mir 155.

A cél az alkalmas szervek elérhetd-
ségének elsegitése. Héléne Le Borgne
az Eurdpai Bizottsig transzplanticios
felel6se szerint ez a tobb orszagot at-

Ami pedig a tobb szervet érint6, kom-
bindlt transzplanticiokat illeti, .meg-
érkeztiink Eurépdba’} ugyanis az ilyen ti-
pust mtétek szama 41-r8l 75-re nétt,
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http://ec.europa.eu/health/blood_tissues_organs/events

3) Communicating about

organ donation
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European
Commission

http://ec.europa.eu/health/blood tissues organs/policy/index en.htm

Martin Seychell
Andrzej Rys_

Dominik Schnichels

And...

Team « Substance of human origin » (SoHO):

Helene Le Borgne
Richard McGeehan

Stefaan Van der Spiegel

Ioana Siska

Paolo Catalani

Alina Cornea

Monica Gheorghe and Andrea Haller

Deputy Director-General for Health
Director Health systems and products
Head of Unit, SoHO & Tobacco control

policy officer, organs
legal officer, organs, tissues&cells
team-leader SoHO

policy officer, tissues&cells

SoHO, support

SoHO, support

Trainees

THANK YOU FOR YOUR ATTENTION !
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