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European Day for Organ Donation and Transplantation (EODD)
Warsaw, Poland, October 8th 2022

Venue: Hotel Bellotto, ul. Senatorska 13/15, Warszawa, www.hotelbellotto.pl

Press conference 9.00 — 10.00

Marta Lopez-Fraga - EDQM, Council of Europe

Jarostaw Czerwinski - Medical Director of Poltransplant

Maciej Mitkowski - Vice-Minister of Health of The Republic of Poland

Maciej Kosieradzki - Department of General and Transplant Surgery, Medical University of Warsaw
Joanna Prorok - Heart transplant recipient

Transplant Conference 10.15 — 14.00

10.15-10.30
Introductory remarks
Artur Kaminski Director of Poltransplant
Magdalena Kramska Head of Transplantation Unit of The Ministry of Health

Director of the European Directorate for the Quality of Medicines

Petra Dorr & HealthCare (EDQM, Council of Europe)

10.30 -11.30
Practices in the field of post-Covid development of organ and tissues donation and transplantation

Spanish policies of post-covid recovery and . . o~
10.30-10.50 development of donation and transplant Beatriz Dominguez .GI/
(ONT, Spain)
program
Italian policies of post-Covid recovery and . .
10.50-11.10 development of donation and transplant Massimo Cardiilo
(CNT, Italy)
programs
Poltransplant Recommendations on Organ Jarostaw Czerwiriski
11.10-11.30 and Tissue Donation and Transplantation in (Poltransplant. Poland)
the COVID-19 Fra plant,

11.30 - 12.00 Coffee break

12.00 -13.00
Experience in donation after circulatory determination of death

i . Beatriz Dominguez-Gil
12.00-12.15 Spanish pathways (ONT. Spain)
. Corinne Antoine
12.20-12.40 French experience (Agence de la biomédecine, France)
Wojciech Polak
i . (Erasmus MC, Transplant Institute,
12.40-13.00 Dutch practices University Medical Center Rotterdam, The
Netherlands)

13.00 -14.00

Transplant registries in Europe; web-netted tools for quality, monitoring and transparency in
transplantation medicine

13.00-13.20 Experience in management of waiting list for Axel Rahmel

) ) organ transplantation (DSO, Germany, Eurotransplant)

13.20-13.40 Design and functionalities of Italian transplant Massimo Cardillo

) ) registries (CNT, Italy)

13.40- 14.00 e-Transplant; a comprehensive IT tool for Pawet Koztowski

) ) monitoring the transplant space (e-Health Center, Poland)
14.00 Lunch
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Medycyny Transplantacyjnej
Ministerstwo Zdrowia POLTRANSPLANT
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Transplantation
2021 Estimates
Kidney Liver Heart Lung Pancreas S Bowel
89 244 33 105 8 232 6 301 1 986 172

= 139 040 solid organ transplants
= 13.6% increase vs 2020
< 10% of global needs
+13.6% : .
in 2020 37% live kidney transplants
20% live liver transplants
37 653 deceased donors (29 110 DBD and 8 543 DCD)

Information from 79 Member States (69.7% of the world population)



The Madrid Resolution on Organ Donation

& Transplantation
National Responsibility in Meeting the Needs of Patients
Guided by the WHO Principles

Every country, in light of its own level of economic and health system
development, should progress towards the global goal of meeting patients'
needs on the basis of resources obtained within the country, for that country’s
population, and through regulated and ethical regional or international
cooperation when needed.

Donation from deceased persons, as a consequence of death determined
by neurologic criteria (brain death) or by circulatory criteria (circulatory
death), was affirmed as the priority source of organs and as having a
fundamental role in maximizing the therapeutic potential of
transplantation.

v,.." 2&“% World Health
w Organization
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Guide on the decision-making process
regarding medical treatment
in end-of-life situations

Deciston-making at the end-of-life

shouldbe based not only on the

4 clinical interest of the patient, but also

take into account moral, societal, and
welfare considerations

el profesional de
urgencias y el
proceso de

donadion AN ETHICAL
 mecoMENDAIoNS FRAMEWORK
e FOR CONTROLLED .
DONATON AFTER Donation should be

il CIRCULATORY ;
- DEATH an integral part of

rowmies o end-of-life care

DECEMBER 2011

Recommendations for end-of-life care in the intensive care
unit: A consensus statement by the American College of

Critical Care Medicine WMA STATEMENT ON MEASURES FOR THE PREVENTION
AND FIGHT AGAINST TRANSPLANT-RELATED CRIMES

Robert D. Truog, MD, MA; Margaret L. Campbell, PhD, RN, FAAN; J. Randall Curtis, MD, MPH;

Curtis E. Haas, PharmD, FCCP; John M. Luce, MD; Gordon D. Rubenfeld, MD, MSc;

Cynda Hylton Rushton, PhD, RN, FAAN; David C. Kaufman, MD

31st October 2020

Adopted by the 71 WMA General Assembly (online), Cordoba, Spain, October 2020
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INTERNATIONAL CONFERENCE ON DCDD
(PARIS 2015)

| — Uncontrolled

Found dead
la. Out-of-hospital
Ib. In- hospital

Sudden unexpected CA without any attempt of
resuscitation by a life-medical team; WIT to be
considered according to National life-recommendations
in place; reference to in- or out-of-hospital life-(IH-OH)
setting

Il - Uncontrolled

Witnessed cardiac arrest
lla. Out-of- hospital
lIb. In- hospital

Sudden unexpected irreversible CA with unsuccessful
resuscitation by a life-medical team; reference to in- or
out-of-hospital (IH-OH)life-setting

Withdrawal of life-
sustaining therapy

Planned withdrawal of life-sustaining therapy*; expected
CA

> Il - Controlled

IV — Controlled /
Uncontrolled

Cardiac arrest while brain
dead

Sudden CA after brain death diagnosis during donor
management but prior to planned organ recovery.

*This category mainly refers to the decision to withdraw life-sustaining therapies. Legislation in some countries allows

euthanasia (medically assisted death) and subsequent organ donation described as the fifth category.
- - ol ~
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THE PROCESS OF UNCONTROLLED DCDD

Courtesy: Francisco del Rio. Hospital Clinico San Carlos, Madrid, Spain
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2@@ RECOMENDACIONES GRUPOS DE TRABAJO DE LA SEMICYUC § . l The second concet IS based on
the principle of non-maleficience and

Recomendaciones de tratamiento al final de la lustice. The treating physician is not
vida del paciente critico obliged to perform or continue with futile

Treatment recommendations at the end of the life Pyt t | V=112 being those which do
of the critical patient . . ..
not achieve their expected objective.

J.L. Monz6n Marin®; I. Saralegui Reta®; R. Abizanda i CamposS; L.

Cabré Pericas®; S. Iribarren Diarasarri®; In this sense, ContinUin futile

M.C. Martin Delgado®; K. Martinez Urionabarrenetxea® y Grupo de
Bioética de la SEMICYUC"

treatments is considered a bad clinical

®Unidad de Cuidados Intensivos. Complejo Hospitalario San Milldn-San raCtice Since It iS nOt res ethUI Wlth
Pedro. Logrofio. Espafia. : N
®Unidad de Medicina Intensiva. Hospital Santiago Apéstol. Vitoria-Gasteiz. Espa human dl nlt on the Other hand the

“Unidad de Cuidados Intensivos. Hospital General. Castellon. Espafia.

el . _ _ B unnecessary use of health care
Unidad de Cuidados Intensivos. Hospital de Barcelona. Barcelona. Espania.

*Unidad de Cuidados Intensivos. Hospital Txagorritxu. Vitoria-Gasteiz. Espafia. [l spe1018 | {6{ SIS IS aainSt the riCiIe of
fUnidad de Cuidados Intensivos. Hospital General de Catalufia. Barcelona. Espa d|Str|but|Ve ustlce;
AIstrioutive JUstice .

8Unidad de Cuidados Intensivos. Hospital de Navarra. Pamplona. Espafia.

“J.F. Solsona, F. Baigorri, A. Rodriguez, 1.M. Campos, N. Masnou, E. de Miguel

S , A, Manzano, S. Ortega, M.T. Saldafia, A. Pouderaux, A. Bernat y F. Guardiola.
’\/“’\ [CVUC
\ J J

LOS PROFESIONALES DEL ENFERMO CRITICO

http://scielo.isciii.es/scielo.php?pid=S0210-56912008000300004&script=sci arttext



http://scielo.isciii.es/scielo.php?pid=S0210-56912008000300004&script=sci_arttext

ONT WITHDRAWAL OF LIFE-SUSTAINING TREATMENT IN INTENSIVE CARE:

A SPANISH MULTICENTER STUDY

2009 Limitacion de Tratamientos de Soporte Vital en
Medicina Intensiva: estudio multicéntrico espaiiol

Saralegui I', Martin J.C2, Osés I°, Martin M*, Perea M.E®, Monzén J.L®, Gonzalez A7, Iribarren S, Clemente R®, Martin
M.C"9, Quuintana 5!, Abizanda R, De Miguel E'2, Cabré LI'%, Audicana J'%, Lopez V'8, Dorado P'7, Saldafa T1&.

RESULTS (1 Jan-31 March 2009)

| 4 066 patients admitted

) @ v’ 324 patients included in the study

N Y v WLST applied in 8% of patients admitted to ICU
e v WLST applied in 55% of patients dead in the ICU

SIMILAR DATA TO WHAT REPORTED
IN NORTH AND CENTRAL EUROPE AT

o- o | THE BEGINNING OF THE CENTURY




Changes in end-of-life practices from 1999-2000 to 2015-
2016 in 22 European Intensive Care Units.
The Ethicus 2 Study

“Among patients who had treatment limitations or died in 22 European ICUs
iIn 2015-2016, compared with data reported from the same ICUs in 1999-
2000, limitations in life-prolonging therapies occurred significantly more
frequently and death without limitations in life-prolonging therapies occurred

significantly less frequently. These findings suggest a shift in end-of-life
practices in European ICUs (...).”

2015-2016, % 1999-2000, % Difference (95% Cl), % PValue
Overall

Failed CPR -16.2(-18.1t0-14.3)  <.001

Withheld life-sustaining treatment 0.C 40.7 0.3(6.4t012.3) <.001

Withdrew life-sustaining treatment 38.8 14.0(11.2to 16.8) <.001

Active shortening of the dying process .( -1.9(-2.7to-1.1) <.001

Brain death 4. -5.2 (-6.6to -3.8) <.001

Sprung CL, et al. JAMA 2019; 322(17): 1692-1704
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DCDD

REPRESENTS > (o)
35% OF

DECEASED Consensus
DONATION National protoco
ACTIVITIES IN RD 1723 /2012
SPAIN

Pilot
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Source: Organizacion Nacional de Trasplantes/
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Source: Organizacion Nacional de Trasplantes




WHO Collaborating
Centre on Donation g0
World Health and Transplantation a

Organization

United States of America(n=13863)
Spain(n=1905)

Iceland(n=11)

Portugal(n=302)

Croatia(n=121)

Belgium(n=312)

o Actual deceased

Italy(n=1458)
Belarus(n=218)

e organ donors
United Kingdom(n=1350)
Sslozenia(iig%; d . d
Canainirrae accoraing to donor
Switzerland(n=166)
Lithuania(n=51)

oemmai09 type (pmp)

Australia(n=421)

Estonia(n=21)
Netherlands(n=273) 2 O 2 1
Argentina(n=630)

Brazil(n=2953)
New Zealand(n=66)
Ireland(n=65)
Uruguay(n=43)
Iran (Islamic Republic of)(n=979)
© Sovalda(na60) Deceased donation activities reported
Hungary(n=102) . .
Poland(n=396) in 63/79 countries
Israel(n=92) u ACtuaI DBD pmp
Latvia(n=17)
Chile(n=147)
Malia(n=3) Actual DCD pmp
Kuwait(n=25)
Colombia(n=268)
Greece(n=52)
Cyprus(n=5) .
e v En Deceased donors: 37 653
Qatar(n=11)
Tukey(r-209) DBD: 29 110 (77%)
Luxembourg(n=2) . 0
Costa Rica(n=17) .
S o DCD (21 countries): 8 543 (23%)
Thailand(n=190)
Ecuador(n=47)
Bulgaria(n=17)
Romania(n=47)
Mongolia(n=7)
Paraguay(n=15)
Mexico(n=260)
Dominican Republic(n=9)
Japan(n=78)
India(n=552)
Serbia(n=3)
Bosnia and Herzegovina(n=1)
Malaysia(n=7)
Kazakhstan(n=4)
Guatemala(n=1)

0,0 5,0 10,0 15,0 20,0 25,0 30,0 35,0 40,0 45,0

Source: Global Observatory on Donation and Transplantation
(http://www.transplant-observatory.org/)

Deceased donors pmp



WHO Collaborating
Centre on Donation

World Health and Transplantation
Organization

Spain(n=662) | I ‘ ACt u al DC D D

US(n=4190)

Belgium(n=135) donors according
Netherlands(n=174) tO M aaS t r | C ht typ e

UK(n=564) | |

Switzerland(n=57) (p m p)
Canada(n=232) | 20 2 1

Australia(n=124)
France(n=222)
Sweden(n=27) | DCDD activities reported in 21/79 countries
Portugal(n=17)

Ireland(n=8) Type Il pmp

taly(=93) DCDD donors: 8 543
Lithuania(n=4) | Type [l pmp
chinan=1987) |l Type Il: 83 (1%)
New Zealand(n=6) | = Type IV pmp Type lll: 7 769 (91%)
Czech Republic(n=13) | Type IV: 691 (8%)

Austria(n=9)
Finland(n=4)

Israel(n=3)

Source: Global Observatory on Donation and Transplantation
(http://www.transplant-observatory.org/)

Japan(n=12)

0,0 2,0 4,0 6,0 8,0 10,0 12,0 14,0 16,0

DCDD donors pmp



- GOBIERNO MINISTERIO
WHO Collaborating DESIANGH [EREsaiban

Centre on Donation

Organizatigh and Transplantation \é ONT
S Spain(n=1335) |
E Netherlands(n=442)
c_ccs Belgium(n=294)
gf\ US(n=7075)
~~
c O UK(n=1133)
g5 Transplants from DCDD
5 > Swizerand(n=130) |GG
S S Canada(n=567) | d ' d
52 anada(n=567) | onors in the world. 2021
S S awsraieneze)
= O
b France(n=549) [ : -
g @ (n=549) | Kidney  Liver Lung Heart Pancreas Total
s © sweden(n=57) |
- = china(n=5356) [N 12 829 3620 657 295 83 17 484
ga reland(n=16) | G JQ
0
5 taly(n=163) [N & C/}\@
g = czech Republic(n=26) || IIGB
= B
= Portugai(n=24) [N m Kidney transplants from DCD pmp
8 § ew zealand(n=9) | | iver transplants from DCD pm
— a Finland(n=8) |l b bmp
T =
-8 < Austria(n=11) . m Heart transplants from DCD pmp
(_D_ Lithuania(n=2) [l Lung transplants from DCD pmp
8 Israel(n=6) [}
bt B Pancreas transplants from DCD pmp
- Japan(n=19) |
@)
0p)

o
o
o
o

10,0 15,0 20,0 25,0 30,0 35,0
Transplants from DCDD donors pmp
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Referral and Significant Circulatory Determination In situ

Consent hypoperfusion arrest of death preservation Recovery

INDEPENDENT
DECISION TO
WLST

SBP < 60

< 120 min 5 min
mmHg

Functional Warm Ischemic Time

& 68 | ¥ &

<60 min <30 min

Courtesy: Dr. Juan José Rubio, University Hospital Puerta de Hierro, Madrid, Spain



30 mins CA 30 mins CA + 30 mins nRP

POTENTIAL BENEFITS OF NRP

3 v Regeneration of ischemically-damaged tissue
‘ / ~ v Facilitation of logistics and recovery
/4 v Evaluation of organ viability
. . % v Simultaneous perfusion of different organs without the need of
organ-specific ex situ devices

Courtesy: Dr. Constantino Fondevila, Hospital Clinic, Barcelona, Spain
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89% NRP 00y 87% NRP

803 cDCDD LIVER TX
S 76% SRR L 68% SRR
2012-2019:
.E 2
NRP: 545 i 5
SRR: 258
FOLLOW-UP TIME RECIPIENT (MOS) FOLLOW-UP TIME GRAFT (MOS)
NEP 545 408 320 181 a2 34 NEP 545 488 316 179 01 34
SRR 258 220 180 142 29 49 SRR 258 202 167 130 8 41
NEP (N=545) SRR (N=258) Unadjusted ) Adjusted” )
Risks estimate (95% CI)® Pwvalue FRisks esimate (95% CI)© P value
EAD (%) 81(1%) 60 (23} 0.576 (0.397-0.837 0.004 0.562 (0.363-0.871) 0.010
PINF (%) 16 (3) 15 (&) 0.490 (0.238-1.007 0.052 0.573 (0.252-1.303) 0.134
HAT (%) ) 22(4) 19(7) 0.520 (0.281-0.094) 0.049 0452 (0.219-0.932) 0.032
All biliary complications (%)’ 63 (12) 75 (29) 0.319 (0.219-0.464) =0.001 0.300 (0.19740.459) <001
ITBL (%) 6(1) 24 (%) 0.109 (0.044-0.269) =0.001 0.112 (0.042-0.299) <001
Re-transplantation (%) 19 (3.5 311 0.265 (0.146-0478) =0.001 0279 (0.147-0.531) ={.001
Graft loss (%) 17 (14) 88 (34 0.422 (0.311-0.579 =0.001 0371 (0.267-0.516) =.001
Patient death (%%) 65(12) 66 (26) 0.494 (0.350-0.6946) =0,001 0.540 (0.373-0.781) 0.001

Hessheimer AJ, et al. Am J Transplant. 2021 Dec 2. doi: 10.1111/ajt.16899.
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o 7 m
m W
2,302 cDCD KIDNEY £ : m
a (U]
£ 0384 -ﬁ 0,8
TX 2012-2018: £
NRP: 865
3 o
E 2
] k]
SRR: 1.437 © 0,5 -1 E 0,5 -
3
0,5+ 0,5 -
I | I I I I I I I I I 1 I I I I I I I I I I I I I I I I
0 28 55 84 112 140 158 195 224 252 280 308 335 354 1] 28 55 84 112 140 188 185 224 252 280 308 335 354
Transplant Follow-Up (days) Transplant Follow-Up (days)
UNIVARIATE ADJUSTED PSM
P OR CI95% P OR CI95% ATT (%) P OR CI95%
Primary non function 0.637 0.91 0.6 1.36 0.426 1.26 0.71 2.22 (6;67“’5' 0.261 1.44 0.73 291
. (45.4 vs.
Delayed graft function <0.001 2.16 1.79 2.6 <0.001 2.1 1.6 2.78 29.7) <0.001 1.97 1.43 2.72
| | HR | HR | OR |
1-year graft loss 0.165 1.25 0.91 1.72 0.051 1.49 1 2.28 (9;_’9 8;,5. 0.034 1.77 1.01 3.17
1-year patient death 0.017 1.85 1.12 3.07 0.055 1.83 0.99 3.46 v:42.33) 0.111 1.93 0.8 4.97

Padilla M, et al Am J Transplant 2021. Apr 23. doi: 10.1111/ajt.16622
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Amcncan Joumfll Q{ AMERICAN SOCIETY OF
Transplantation AST | ssisis 1%

\ BIs™ |

BRIEF COMMUNICATION

\ 0 S e Spanish experience with heart transplants from controlled

[W \ |l donation after the circulatory determination of death using

L ' thoraco-abdominal normothermic regional perfusion and cold
storage

Eduardo Mifiambres, Mario 0-Villanova, Marina Pérez-Redondo, Elisabeth Coll, Susana Villar-Garcia,

Sergio J. Canavas, Juan Frar listal, Iris P. Garrido, Manuel Gomez-Bueno, Manuel Cobo, Beatriz
Dominguez-Gil ... See fewer authors A~

Mifiambres E, et al. Am J Transplant 2021; 21(4):1597-1602. doi: 10.1111/ajt.16446



@“"sﬁ“m e ol cDCDD HEART TRANSPLANTS IN SPAIN (30/09/2022)

CANTABRIA 3

2 GALICIA

Complejo Hospitalario Universitario de A Corufia

MADRID

3 Hospital Universitario La Paz

CATALUNA

Hospital Universitari de Bellvitge de Barcelona 6

: JISN—— R

3 Hospital Universitario Puerta de Herm’

5 canarias

Hospital Vall d'Hebron de Barcelona 1

*
PAis: Espafia FRECUENCIA: Diario
D PAGINAS: 26 0.JD.: 85628
ELEMUNDO [0 .., eom 671000
AREA: 777 CM* - 75% ECCION: SALUD

» 18 Febrero, 2020

MURCIA

Hospital Universitario Virgen de la Arrixaca 9

D ElHo
e Puertade Hierrodo Madrid trasplanta,  Siises meoperssses

3 2 recupera
fallecids en estas de b extraccion
et s por primera vezen Espafia, uncorazn  deb Ty

parada —
. . P - . pase <1 La
Hospital Universitario Dr. Negrin de Gran Canaria Bdpa kUo7 O 0

o g e

5o une ahoraa la

EZ=wt  DONANTE EN PA-

P
)/ j Z=EiE. RADA CARDIACA
. ( el ==
v




SN XX

DCDD PROVIDES THE OPPORTUNITY TO DONATE TO PATIENTS
OTHER THAN THOSE WITH A DEVASTATING BRAIN INJURY

DCDD

+DBD

Devastating

brain injury

Emergency care
Neurology
Neurosurgery
Internal medicine
Oncology, neurology,
palliative care (CNS
neoplasia)

Neurodegen

Respiratory t'
erative

diseases

failure Heart failure

v' Emergency care v' Emergency care v" Neurology
v' Neumology v Cardiology v' Neumology
v Internal medicine v/ Coronary unit v' Palliative care

v Internal medicine v ALS units

http://www.ont.es/infesp/Paginas/DocumentosdeConsenso.aspx

2013-2021

130 actual
donors with
ALS (324
transplants) in
Spain through
DCDD protocols



@?g@m e =% ONT RECOMMENDATION OF THE COMMITTEE OF MINISTERS

OF THE COUNCIL OF EUROPE ON DCDD

MINISTERS' DEPUTIES Recommendations CM/Rec(2022)3 23 February 2022
COUNCIL OF EUROPE
Recommendation CM/Rec(2022)3 of the Committee of Ministers to member States COMMITTEE
on the development and optimisation of programmes for the donation of organs after OF MINISTERS
the circulatory determination of death COMITE
DES MINISTRES

(Adopted by the Committee of Ministers on 23 February 2022 CONSEIL DE L'EUROPE

at the 1426™ meeting of the Ministers' Deputies)

RECOMMENDS TO THE GOVERNMENTS OF MEMBER STATES THE FOLLOWING:

i. to EXPLORE THE OPPORTUNITY of developing DCDD programs to offer more patients the option of post-mortem donation and increase the availability of
organs for transplantation;
ii. for those countries who decide to follow the practice of DCDD, to develop a comprehensive REGULATORY FRAMEWORK that is continuously revised and
aligned with the advancements of medical science; this regulatory framework should specify, at a minimum:
a. the independence of decisions related to treatment options of patients from any consideration of organ donation;
b. that professionals who participate in the recovery or transplantation of DCDD organs are not involved in decisions or actions pertaining to the WLST
or the termination of aCRP;
c. the criteria for determining death prior to the recovery of organs;
d. the ante- and post-mortem interventions to improve the quality of organs for transplantation that are deemed acceptable within that jurisdiction;
iii. to provide healthcare professionals and other relevant professional groups and stakeholders with REGULAR TRAINING on the practice of DCDD;
iv. to promote PUBLIC AWARENESS and understanding of national DCDD programs;
v. to REGISTER INFORMATION on DCDD procedures and on the outcomes of transplants performed with organs obtained from DCDD donors in the relevant
national registries;
vi. to promote RESEARCH in the field of DCDD to optimize practices and improve post-transplant outcomes with DCDD organs.

Source: https://rm.coe.int/0900001680a5a3e7



“The people who are crazy
enough to think they can change
the world are the ones who do”

Albert Einstein

THINK DIFFERENT
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