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Foot Note:

For the purposes of this Newsletter the following definitions were used:

Organ donor: Every potential donor transferred to the operating theatre from whom, at least, one solid organ has been retrieved
Multiorgan donor: Every donor from whom, at least, two different solid organs have been retrieved

Absolute number: Include all figures corresponding to all donors/patients adults and children

Paediatric: Includes only paediatric activity (patients under 15 years old)

AULA MEDICA EDICIONES. Paseo Pintor Rosales, 26. 28008 Madrid (Espaia)
Tel. 91 542 09 55. Fax 91 559 51 72. Depésito legal: M-9.990-1996
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INTRODUCTION

FROM EUROPE TO OTHER PARTS OF THE WORLD

The outstanding work of the Transplant Committee of the Council of Europe in the field of organ, tissue and
cells donation and transplantation for many years is now serving as a model for other International bodies in
other parts of the world for setting standards, obtaining accurate data of activity, and implementing new forms
of organization.

UE has widely used the documents elaborated by this Committee for the tissue and cell directive. WHO is now
in the phase of development of the 57" World Health Assembly Resolution about Human Organ and Tissue
Transplantation and certainly our experience will serve as a basis for the future work in Latin America or Asia.

TRANSPLANT NEWSLETTER is now the only official publication which provides data of organ donation and
transplantation of everyday more and more countries all over the world. A wonderful example has been Lati-
no America. Thanks to the cooperation of professionals and authorities of these countries and the coordina-
tors of the GRUPO PUNTACANA, we started to publish their data and now we are the more accurate source
of data for this continent. The recent approval of the project of IBEROAMERICAN COUNCIL OF ORGAN DO-
NATION AND TRANSPLANTATION which will serve to harmonize these activities in Spanish and Portuguese
speaking countries can be considered as a reflex of this Committee at the other side of Atlantic ocean.

Information is an absolute need for taking decisions. It is a simple question of justice thank to all the people
who provides these data every year from more and more countries. We all are contributing to provide these
therapies everyday to more and more people all over the world.

Rafael Matesanz
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POPULATION: 31,9 millions
Cadaveric donors

Cadaveric Kidney Transplant
Living Kidney Transplant
Liver Transplant

Heart Transplant

Heart - Lung Transplant

S. Lung + D. Lung Transp.
Pancreas Transplant

POPULATION: 297 millions
Cadaveric donors

Cadaveric Kidney Transplant
Living Kidney Transplant
Liver Transplant

Heart Transplant

Heart - Lung Transplant

S. Lung + D. Lung Transp.
Pancreas Transplant

(pmp)
7.150 (24,1)
9.354 (31,5)
6.647 (22,4)
6.168 (20,8)
2.055 (6,9)

39 (0,1
1173 (3,9)
1.484 (5)

*
* *
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(pmp)
414 (13)
603 (18,9)
413 (12,9)
420 (13,2)
146 (4,6)
3 (0,1)
135 (4,2)
61 (1,9)
/

POPULATION: 20,1/4,1 millions  Australia N. Zealand

Cadaveric donors (pmp) 218 (10,8) 40 (9,8)

Cadaveric Kidney Transplant 405 (20,1) 58 (14,2)

Living Kidney Transplant 246 (12,2) 48 (11,8)

Liver Transplant 177 (8,8) 36 (8,8)

Heart Transplant 78 (3,8) 6 (14

Heart - Lung Transplant 6 (0,2) - -

S. Lung + D. Lung Transp. 98 (4,8) 12 (2,9

Pancreas Transplant 31 (1,5) 2 (04

7
AUSTRALIA
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Patients awaiting
for a transplant by

2004, 31 Dec. 2975 667
Patients dead

while on the WL

during 2004 58 96

Kidney Liver Heart Lung Pancreas

129 181 154

26 43 3

Kidney Liver

Patients admitted
to the waiting list
during 2004

Patients awaiting
for a transplant by
2004, 31° Dec.
Patients dead
while on the WL
during 2004

27.298 10.180

61.924 17.336

21.548 9.537

Heart Lung Pancreas

2,908 1.964 2.788

3.309 3.659 4.159

Kidney Liver Heart Lung Pancreas
Patients awaiting
for a transplant by

2004, 31 Dec. 1399 104 45 87 30
Patients dead
while on the WL
during 2004 - - - - -
=
AUSTRALIA

3150 1.882 2.604

Patients awaiting
for a transplant by
2004, 31% Dec.

Kidney Liver Heart Lung Pancreas

301 12 10 7 4
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/
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GUIDE TO SAFETY AND QUALITY
ASSURANCE FOR ORGANS,
TISSUES AND CELLS - 2" Edition (2004)

This Guide includes standards for procurements, preservation,
processing and distribution of organs, tissues and cells. It is the
first international text on this topic adopted by Health Authorities.

ISBN: 92-871-5518-6

P = o

el Format: 16 x 24 cm
s - No. of pages: 95
s
SYNOPSIS

The purpose of this guide is to provide guidance for all those involved in the transplantation to
maximise the quality, and thereby the success rate, of transplants, and to minimise the risks to all
involved in this complex procedure. It includes safety and quality standards for procurement, pre-
servation, processing, and distribution of organs, tissues and cells of human origin (allogeneic and
autologous) used for transplantation purposes.

As the European Union Directive on Tissues and Cells (2004/23/EC) was recently adopted, the
European Commission will build on the Council of Europe’s guide when establishing technical
standards under the directive. This co-operation will ensure that the same standards are applied
throughout Europe.

CONTENTS

1. Introduction.

2. Quality management: principles for ensuring the quality of organs, tissues and cells.
3. Selection of donors.

4. Organ procurement and preservation.

5. Tissue and cell procurement.

6. Tissue establishments.

7. Transplantation practices.

Appendices.

http://www.coe.int/T/E/Social_Cohesion/Health/Activities/Organ_transplantation/
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RECOMMENDATION REC(2004)19
OF THE COMMITTEE OF MINISTERS
TO MEMBER STATES ON CRITERIA
FOR THE AUTHORISATION
OF ORGAN TRANSPLANTATION FACILITIES

Adopted by the Committee of Ministers on 15 December 2004
at the 909th meeting of the Ministers’ Deputies

The Committee of Ministers, under the terms of Ar-
ticle 15.b of the Statute of the Council of Europe,

Considering that the aim of the Council of Euro-
pe is to achieve greater unity between its mem-
bers and that this aim may be pursued inter alia
by the adoption of common action in the health
field;

Taking into account Resolution No. R (78) 29 on
harmonisation of legislation of member states relating
to removal, grafting and transplantation of human
substances, the final text of the 3rd Conference of Eu-
ropean Health Ministers (Paris, 16-17 November
1987); Articles 19 and 20 of the Convention of Human
Rights and Biomedicine, and Articles 3 and 4 of the
Additional Protocol to the Convention on Human
Rights and Biomedicine, on Transplantation of Organs
and Tissues of Human Origin;

Considering that:

— organ transplantation is a well-established, life-
saving, and effective treatment: a successful or-
gan transplantation may be the only treatment
available for some forms of end stage organ fai-
lure and is the most clinically and cost effective
treatment for chronic renal failure;

— organ exchange and circulation of recipients
among member states is becoming a more fre-
quent phenomenon, and that a minimum com-
mon standard should be guaranteed to the citi-
zens;

— member states should therefore provide high-
quality transplant services for the benefit of their
citizens. Considering the limited organ supply, all
necessary steps should be taken to make sure
all available organs are properly safeguarded and
used so as to maximise the benefit to patients;

— the highest professional standards are to be
maintained in the area of organ transplantation,

Recommends that the governments of member
states take all necessary measures to ensure the fo-
llowing:

1. An appropriate mechanism for the authorisa-
tion! of health care facilities carrying out organ
transplantations? should be set up. In order to
obtain authorisation these facilities should meet
the following criteria:

— feasibility of programme, based on clinical ne-
ed assessment and a documented estimate
of organ supply, to ensure that projected ac-
tivity levels are sufficient to maintain clinical
expertise and programme quality;

1 For the purpose of this Recommendation, the term «authori-
sation» refers to any appropriate mechanism for designating, aut-
horising, accrediting or licensing health care facilities carrying out
organ transplantations.

2 This Recommendation refers to the facilities where organs are
being «implanted».




— standards of vocational training of team
members, and infrastructural conditions rela-
ting to availability of beds, intensive care
facilities, and diagnostic and therapeutic
back-up services (radiology, microbiology, im-
munology services, etc.), and to care provi-
ded by nursing, physiotherapy, social services
and related medical professionals.

2. Medical professionals forming part of an organ

transplant team should be properly qualified and
their previous training in the field of transplanta-
tion should be documented and personalised.

. A guality-management system should be put in

place to evaluate performance against establis-
hed national and/or international standards as
applicable, and to ensure the quality of the pro-
cess of organ procurement and transplantation,
following the principles described in the Coun-
cil of Europe’s Guide to safety and quality assu-
rance for organs, tissues and cells.

. Authorisations should be regularly reviewed

against agreed quality criteria and standards, as
well as against audit results.

. Outcome results for each type of transplant

should be within the margins of internatio-

nal registers, at an equivalent degree of com-
plexity of patients. In order to guarantee clini-
cal results and cost-effective performance, mi-
nimal yearly activity standards shall be
established in order to maintain an active pro-
gramme.

. These minimal activity standards, required to ke-

ep active each kind of transplant programme,
should be related to the mean number of cada-
veric organs available to the transplant team in
recent years.

. Any transplant centre which, after several war-

nings, continues to fail to meet activity or out-
come criteria may have its authorisation with-
drawn.

. No new transplant centre may be authorised if

there are not enough organs available to ena-
ble a new centre to reach the required stan-
dards.

. Any new transplant centre should be authorised,

accredited or licensed on the basis of agreed
criteria and initially should be limited in time. If,
within an agreed timescale, the new centre do-
es not achieve the required standards, authori-
sation shall be withdrawn.




