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WHO Guiding Principles on Human
Cell, Tissue and Organ
Transplantation. May 2010

World Health
Organization

Guiding Principle 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 general living donors
should be genetically, legally or emotionally related to their recipients.

Guiding Principle 9

The allocation of organs, cells and tissues should be guided by clinical criteria and ethical norms, not
financial or other considerations. Allocation rules, defined by appropriately constituted committees,
should be equitable, externally justified, and transparent.

Guiding Principle 5

Cells, tissues and organs should only be donated freely, without any monetary payment or other
reward of monetary value. Purchasing, or offering to purchase, cells, tissues or organs for
transplantation, or their sale by living persons or by the next of kin for deceased persons, should be
banned.

The prohibition on sale or purchase of cells, tissues and organs does not preclude reimbursing
reasonable and verifiable expenses incurred by the donor, including loss of income, or paying the costs
of recovering, processing, preserving and supplying human cells, tissues or organs for transplantation. l’N 1C
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DEFINITIONS

Justice: Is the lawful and moral maintenance of what is
right for a person, or what is due to a person.

Distributive justice, distributing a resource fairly
throughout a given population. Guides organ
allocation and distribution.

Compensatory justice, is the belief that un injured
person should receive a benefit proportional to a
loss or for taking more of a risk.
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Figure 3: Example of a TOC using the visual “stream™ metaphor of es)*?
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DEFINITIONS

Equity: In medical practice is achieved when patients
with similar expected degrees of illness and similar
expected outcomes have comparable access to
treatment.

In organ allocation and distribution refers to same
probabilities to be transplanted.

It requires WL criteria are developed, prioritization
system be consistent and transparent, and that
organs are broadly distributed in an attempt to
equalize the probability of an organ offer.



DEFINITIONS

Utility: To achieve the maximal benefits from a limited
resource for the population.

Often is defined as survival in transplantation. It only
address the outcome of patients receiving the
transplant and does not account for those
candidates who remain on the list and who do not
receive the transplant.

New approach to transplant benefit: incremental life
expectancy of a patient with a Tx compared to who
remain in the WL.



Minireview
Clinical Nephron Clin Pract 2009;111:c62-c68 Published online: December 5, 2008
Pracﬁce DOI: 10.1159/000180121

The Challenge of Doing What Is Right in
Renal Transplantation: Balancing Equity
and Utility

Aisling E. Courtney  Alexander P. Maxwell

Regional Nephrology Unit, Belfast City Hospital, Belfast, UK

Justice: each individual who would

benefit from a transplant should have
comparable opportunity to recelive one

Equity

Utility

Each kidmey should be
transplanted intothe recipient in
wham it will survive the longest

Fig. 1. Ethical equipoise in transplantation.
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Europe Transplant Activity

Global Observatory on
Donation & Transplantation

World Health
Organization

Kidney Liver Heart Lung Pancreas Small Bowel Patients
Transplants Transplants Transplants Transplants Transplants Transplants Transplanted
19227 7173
(21,8% LD) (3,6% LD) 2037 1825 B6S 38 31165

%2013 data
N= 28 COUNTRIES (508,7 million inhabitants)
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USA — Canada — Australia Transplant Activity

Population (million inhabitants) UNFPA 35.2
Mumbe PMP
Adml decemsed organ donors -both DED and DCD inchaded 551 157
FIDNEY Tatal TX. all combinatiors inchaed- 1342 38.1
T fram v ng donons
LIVER Taotal TX. -all combinations inchded - 499 4.2
] HEART Tota] TX. -all com binations inc hded- e 59
HEART-LUNG Total TX. 0 00
VNG Total TX. -all cambinaticons in du disd - 34 B9
PANCREAS Tolal TX. -dl combinatiors inchaded- F
SMALL ROWEL Total TX. -all combirati ors inchaded- o oo
RECTPIENTS ‘Total mumberof patients tmnsplnted 1766 502
F
Pepulation (million inkabitants): UNFPA 1313
. Humher PMP
KIDNEY Total TX. all combinations inchdad - BBl ITR
TX. from I'n'ingdﬁnﬁﬁ I 251 108
h HEART Tatd TE. -all combinations induded - m 34
HEARTLUNG Tota TX 2 0.l
LUNG Total TX. -al combinations inchaded- 169 73
PANCREAS Total TX -all combimatons inchidad- 11 1.4
SMALL BOWEL otal TX -all combimations inchuded- 5] o
RECTPIENTS To tal num ber of mtents transpln ked 1376 54,1
=4
LN |
HNumber FMP
Arinal d srrmed organ donoes - beh nd R24R i
KIDNEY Totd TE. -all combination s in du ded - I7akT  &5,2
Txl_l'ru'n living donors S . 5731 173
HEART Total TX. -all co mbinatio ns inchuded - 1554 BO AUSTRALIA
HEART-LUNG Tolal TX 13 0.1
LUNG Towl| TX. -all com binations inc hod - 154& &,]
PANCREAS Total TX. -all combimations inchdead - 1018 31
SMALL BOWEL Tota TX. -all combination s in du did - 109 0.3
RECIPIENTS Toml number of patients tran splan ted J033 BTG
Paprd atien (milllen tnhabitants): UNFPA 45
. s
Fecturbdecemsed-omgamrdenom=hoth BEE-amd- B BHnchnded- 15—a
KTDNEY Tkt TX. -all com binatians inc hoderd- 4 153 U
178, from living donors E )
e s, R ow
otal TX. -dl combinationsin
HEA RT-LUNG Total TX. o oo N ZEALAND
LUNG Total TX. -all combimtions included- I8 40
PANCR EAS Tokl TX. -all combinations inc hdad- o oo
SMALL BOWEL Tl TX. -all com hinations inc ndesd- o o
RECIFENTS Total momber of patients transp lan ke 172 382
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= Latinoamerica Transplant Activity

. Global Obseruatory on g e i
Donoation & Tre url'-:[.lluni_rll_u M Erllgralilﬁ.:ﬁg:

;-" o, I abe ol

Il iy LLusnsgy Pancreas Small Bowel Patients
Transplants I'r'qi-t- Transplants Trans plants Transplants Transplanted
11478 X1
(34,8% LD) (7, 7% LD} S50 213 249 9 17923
Y U
N\ ofF

5536 ACTUAL DECEASED ORGAN nﬁrﬁhns (both DBD and DCD included)

*2013 data
N= 15 COUNTRIES (562,7 million inhabitants)
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Global Transplant Activity

World Health

m Global Observatory on
Donoation 2 Transplantation

Organization

GLOBAL ACTIVITY IN ORGAN TRANSPLANTATION
2012 ESTIMATES

Kidney Pancreas | Small Bowel
Transplants mmm Transplants | Transplants
7818 23986
(42,3% LD) | (18,2% LD) 4359 2423 169
P \ o

114690 SOLID ORGANS REPORTED TO BE TRANSPLANTED

= Information of 109 States on organ transplantation activities is included
in the GODT: 91 of _‘2‘, 9of 2011, 3 of 2010, 2 of 2009, 4 of 2008.
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CADAVERIC AND LIVING ORGAN
DONATION 2006

Slewenia: (0100 (15.0)

D

Finland: 3/97
[reland: 5/95 (21.0)
Paland: 7/93 (14.0)
Spain: T/93 (3650
Hungary: 8/92 (19.2)
Uruguay: 291 (28,13
Estonia: 9/91 (8.2)
Bulgaria: 14/86 (3.2)
Croch Rep. 15085 (22.0)
Puerto Rico: 15083 (23.0)
Ttaly: 15/85 (25.6)
Lithuania: 15/85 (11.5)
France: 16/84 {27.7)
Portugal: 17/83 (24.1)
Colombia: 17/83 (12.0)
Beelgium: 18/82 (32.1)
Austria: 2377 (32.0)
Croatia 2971 (19.0)
Malea: 317649 (32.5)

Wl Living Donors B Deceased Donors

Slovak Rep: 31069 (17.2)
Germany (22.6)
Argentina: INET (17.6)

Qatar: 40060 |
Greece: 44/66 (12.9)
LISA: 46/54 (49.4)
[srack 47/33 (18.1)
Drenmark: 48/52 (22,13
Sweden: 49051 (29.4)
Malaysia: 49/51 (1.8)

Morway: 51/49 (33.4)
UK: 32748 (21.9)
Canada: 54046 (30.8)
Australia; 3644 (22.4)
leeland: 57/43 (45.60

Metherlands: 38/42 (29.3)

Switzerland: 61439 (27.4)

Costa Rica: 64036 (31.5)

Mew Zealand: 63/33 (17.3)

Hong Kong: 67733 (13.0)

Saudi Arabia 70030 (16.2)

= [ran: 93/7 (25.6)

1 Mexico: 74526 (15.2)
Turkey: 83/13 {16.0)
Romania: BR/12 {9.07%
South Korea: 9109 (29,73
Cyprus: 9109 (600}

== Lebancn: 93/7 (19.3}
Guatemala: 97/3 (6.2)

Trinidad & Tobago:
Pakistan: 100/0 (15.1)
Maldova: 1 (
Jordan: 1003
Georgia: 10
Brunei: 1

I T T
1008 L G0 40 20%% (1%,

T T T 1
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Deceased donors in Spain (DBD + DCD)

Tasa pmp
1800 - I Muerte encefalica Asistolia wmfll==Tasa pmp a0
35,3 35,1
35,0 34,4 T 348"
1600 - 33,6 33,9 33,7 338 40 33,8 343 342 7 35
32,5 i
31,5 ' 71 T 161 159
49 96
27,0 26,8 36
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Figura 2.11. Porcentaje de donantes en asistolia sobre el total de donantes. Esparia 1994-2013. NIC
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ASISTOLIA

EVOLUCION DE LOS TRASPLANTES RENALES EN ESPANA +44 %
SEGUN EL TIPO DE DONANTE




Progressive decline in the
potential of Donation after
Brain Death
Spanish data

W Potential DBD pmp  ® Actual DBD pmp

Potential & Actual DBD pmp

2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012

CLINIC
De la Rosa G. Am J Transplant 2012; 12:2507



DONANTES DE ORGANOS PMP
2014 - CCAA - ESPANA

Trasplante renal de donante vivo. Distribucion de actividad
por comunidad auténoma de trasplante pmp. Espaiia 2013

Global: 8, 1pmp



9 Kidney waiting list & transplantation
Eurotransplant 1991 - 2012

:\:_\______"

1969 1971|1973 1675 1977 1979 1981 1983 1985 1987 1991 1993 1995 1997 1008 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2000 2010 2011 2012
D Kidney waiting list | 450 892 1147 1200 034 1929 2135 2028 5150 6740 B376 0418 1051011324 1197512313 1262412450 12653 1238212251 11614 11383 113081 108211010 10768 10622 10525
B Living donar transplants 9 5 11 3 33 33 53 108 150 181 120 127 212 411 526 579 G560 | 617 €07 655 803 867 001 1032 1091 1150 1266 1339 1380
B Deceased donor ransplants | 102 228 454 583 600 1050 1263 1645 1965 2665 3305 3203 9064 3110 2068 2050 3145 3121 3047 3352 3183 3303 3518 3703 3492 3561 3705 2585 2432
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National Experience ~ Donation & Transplantation
1995 — 20117

120,000 T
110225 112,595

110,000 + 103,771 104475 104475
100,798

100,000 + - 97,104

90,000 -+ 86,851
80,586 82,749
80,000 + 75,006

68303

62,415

60,000 + 55557
49327
143 260

& 20,0 21 80 2208

! 18 & 1880 22, . 21,7
LB 5o 15 1680 16486 17l 1780 1748 s R A

1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011

:

0 -

e Waiting B Deceased Donors ==& Deceased Donor Transplants

*Source: Based on OPTN data as of February 20, 2012 with donor/transplant data available through November 30, 2011. Count based upon
candidates. Candidates - A patient who is waiting at more than one center, or for mmitiple organs, is counted as only one candidate.
Totals may be less than the sums due to patients included m mmitiple categonies. Tx and donor data based upon deceased donors.
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Kidney transplants and kidney waiting list in Spain

® Kidney Tx Waiting List pmp (31st December) ®Kidney Tx from Deceased Donors pmp
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Preemptive Kidney Tx is exceptional
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Transplantation

'ﬁf. & erd
P v A The Need for Kidney Transplantation in Low- and
B i =5 Middle-Income Countries in 2012
<, )Q. % X ;i\ﬁv: An Epidemiological Perspective l
P A R Aditya Murslidharan," and Sarsh White 2 Transplantation. 99(3):476-481, March 2015.

FIGURE 4 . Global distribution of (A) kidney transplantation rates, per million population, in 2012,

(B) dialysis prevalence, per million population, in 2010 or nearest year for which data were available,

(C) mortality attributable to CKD in the population aged less than 70 years, crude rate per 100,000, in 2010, and
(D) age-standardized burden of diabetes mellitus, hypertension, and obesity in the adult population, 2008.
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Figure 54. Situation of RRT patients residing in Catalonia with regard to
transplantation, 1990-2012
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Figure 55. Situation of the waiting list and mortality.
New cases in 1990-2012 that were not excluded from the waiting list at the
start of RRT
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Ethical reasons to increase Living Donation

Can be offered to all recipients in EERD WHEN?
Is an stimulus for those without living donors for WL

Can offer more options to complex cases

Ny 9 N A

In situations where cadaveric donation is reduced or is a
tendency to decrease, LD can be justified

a. Special situations: Legal problems, religion and definition
of death

b. Organizational problems, lack of capacitation, health
system, allocation of resources




1.
2.
3.

Ethical reasons for caution in Living Donation

Not legal regulation about relationship between D-R
Allocation and distribution criteria transparent and fairly

Are common criteria for enter in the WL? Same
opportunity according to geographical distribution?

Is the donor totally free? Moral conviction, familiar
pressure, economical reasons...

LD can solve some problems but can let appear some
familiar difficulties: divorce, previous couples, young
siblings ...

Economical problems and disadvantages: future
insurances, Laboral leave, lost of job...

Foreign donors: health protection and follow-up

Family and social networks, external support...



Live Organ Donor Consensus Group:
Consensus statement: JAMA 2000

= The Consensus Statement of the Amsterdam Forum on
IR The Amsterdam F . .
e the Care of the Live Kidney Donor

The Ethics Committee of the Transplantation Society

»o‘"'

”...g—-\-

& E_.\ Transplantation + Volume 78, Number 4, August 27, 2004

EDTCO Living Donor Committee: 2004
ELPAT ESOT: 2007

NATfO May 2006

The Drganization far Transplant Professionafs

NATCO, THE ORGANIZATION FOR TRANSPLANT PROFESSIONALS

Living Donor Health Care Coverage, Insurability and Follow-up
Position Statement

The Vancouver Forum

The care of the live organ donor: liver, lung, pancreas and
Intestine, data and medical guideliness. May 2006,
Vancouver Canada. Transplantation 81 (10), May 2006 o




Third World Health Organization (WHO) Global Consultation on Organ Donation and
Transplantation: Striving to Achieve Self-Sufficiency held in Madrid, Spain, on March 23-25, 2010

The Madrid Resolution on Organ Donation and
Transplantation
National Responsibility in Meeting the Needs of
Patients, Guided by the WHO Principles

SELF-
SUFFICIENCY

NATIONAL
ACCOUNTABILITIES
1. Capacity control

2. Regulatory control
3. Ethical context

* Legislation
» Data registries ,
» Healthcare facilitie
* Human resources

* Regional Bridg
cooperation D<:tnat‘?o'::er ol
« Cultural/religious Transplantation

environment Research
* Funding

World Health Organization Guiding Principles

FIGURE 1. Schematic representation of the concept of national accountability in meeting the donation and transplanta-
tion needs of the population. CKD-chronic kidney disease; CVD-cardiovascular disease; COPD-chronic obstructive pulmo-

nary disease.
Transplantation + Volume 91, Number 115, June 15, 2011
WHO Guiding Principles for Human Cell, Tissue and organ Transplantation and the

Declaration of Istanbul on Organ Trafficking and Transplant Tourism CLINIC
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www.thelancet.com Vol 372 July5, 2008

Organ trafficking and transplant tourism and commercialism:
the Declaration of Istanbul

Panel: Definitions from the Declaration of Istanbul on Organ Trafficking and
Transplant Tourism

Organ trafficking is the recruitment, transport, transfer, harbouring, or receipt of living
or deceased persons or their organs by means of the threat or use of force or other
forms of coercion, of abduction, of fraud, of deception, of the abuse of power or of a
position of vulnerability, or of the giving to, or the receiving by, a third party of
payments or benefits to achieve the transfer of control over the potential donor, for the
purpose of exploitation by the removal of organs for transplantation.

Transplant commercialism is a policy or practice in which an organ is treated as a
commodity, including by being bought or sold or used for material gain.

Travel for transplantation is the movement of organs, donors, recipients, or transplant
professionals across jurisdictional borders for transplantation purposes. Travel for
transplantation becomes transplant tourism if it involves organ trafficking and/or
transplant commercialism or if the resources (organs, professionals, and transplant
centres) devoted to providing transplants to patients from outside a country
undermine the country’s ability to provide transplant services for its own population.

CLINIC
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United MNations

Trafficking in organs,
“tissues and cells
‘and trafficking

~ in human beings
for the purpose
of the removal
‘of organs

Joint Council of Europe/
United Nations Study

Arthur Caplan, PhD, Chair of i the Center
for Bioethics,

Beatriz Dominguez-Gil, MD, PhD, Medical Adviser, National Transpiant Organisation
(Spain)

Rafael Matesanz, MD, PhDm, Dir of ic ion (Spain),
Directorate General | President of
of Human Rights and Legal Affairs ?""’(""’ ouncil of
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A needed Convention against trafficking in human organs
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Current progress in public health models addressing the critical organ
shortage
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Iran Experience
Consensus physicians and religious leaders
1988 started controlled kidney LURD
Governmental award: Rewarded gifting: Law 1997
Only public hospitals (mainly male donors)
Only for iranian donors & recipients
No kidney waiting list
Inmunosupression through a charity foundation

Israel 2008: Incentivized organ donation, removing disincentives for living donation

Pakistan New Law THOTO 2010; China, India ....

Payment only for living unrelated donors CLINIC
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We go on encouraging living relatives to provide
organ taking whatever risks that entails, when
families of brain dead people may never be asked
whether they which to donate their dead relative
organs. Is it ethical to harm the living before
harvesting the dead?

T. G. Starzl
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William Hunter (1718-1783) in his museum in Windmill Street on the day of resurrection, surrounded by skeletons and bodies, some of whom
i i arts. Engraving, 1782

g )
Imatge disponible a Wellcome Images
[

To quote from the preamble to the Declaration “The legacy of
transplantation must not be the impoverished victims of organ

trafficking and transplant tourism but rather a celebration of the ,
gift of health by one individual to another”. CLINIC
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