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FOR THE PURPOSES OF THIS NEWSLETTER THE FOLLOWING DEFINITIONS WERE USED:

Actual deceased organ donor

An actual deceased organ donor is a person from whom at least one organ has been recovered for the purpose of
transplantation, in contrast to a utilised donor, who is an actual donor from whom at least one organ has been
transplanted. The number of utilised donors is therefore lower or equal than the number of actual donors.

Donor after brain death
A donor after brain death (DBD) is a deceased organ donor in whom death has been determined by neurologic
criteria.

Donor after circulatory death
A donor after circulatory death (DCD) is a deceased organ donor in whom death has been determined by circulatory
and respiratory criteria.

Multiorgan donor
A multiorgan donor is an actual donor from whom at least two different types of organs have been recovered for
the purpose of transplantation.

Total TX. (all combinations included)
Includes the transplantation of the corresponding organ with or without the simultaneous transplant of a different
type of organ(s).

Double-kidney TX.
One double-kidney TX. is counted as 1 TX.

TX. from living donors
A living donor is a living human being from whom organs have been recovered for the purpose of transplantation.
A Living Donor has one of the following three possible relationships with the recipient:
A/ Related:
A1/ Genetically Related:
1st Degree Genetic Relative: Parent, Sibling, Offspring
2nd Degree genetic relative, e.g. grandparent, grandchild, aunt, uncle, niece, nephew,
Other than 1st or 2nd degree genetically related, for example cousin
A2/ Emotionally Related: Spouse (if not genetically related); in-laws; Adopted; Friend
B/ Unrelated = Non Related: Not Genetically or Emotionally Related

Heart-lung TX.
One heart-lung TX. is counted as 1 lung TX., 1 heart TX. and 1 heart-lung TX.

Double-lung TX.
One double-lung TX. is counted as 1 TX.

Total number of patients transplanted
For more than one organ transplanted into the same recipient: kidney-liver-heart TX. = counted as one recipient.

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

Paediatric
Includes only paediatric activity (patients aged < 15 years).

Waiting List

Example: At 1/1/2011 there were 200 patients active on the WL. Along the year, 100 patients are newly included
on the WL (first row). In total, 300 patients have been ever active on the WL during the year (second row). Along
the year, 200 patients were transplanted (number recorded in a different questionnaire), 50 patients remain active
at the end of the year (third row), 25 patients died (fourth row) and 25 patients were excluded (number not to be
reported, but derived from previous figures).

Patients included on the WL for the first time in the course of 2011 100
Total number of patients ever active on the WL during 2011 300
Patients awaiting for a transplant (only active candidates) on 31/12/2011 50
Patients who died while on the WL during 2011 25

(*The United Nations Fund report (UNFPA: http://www.unfpa.org/public/) is used as the data source for estimates of
population size)
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International Data On Tissue And
Hematopoeitic Stem Cell Donation And

Transplantation Activity.
Year 2012
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Preliminary European Figures on Tissue & Cell (HPC) Donation and 4™,
Transplantation Activities, documents produced by the “EUROCET - European "E
Network of Competent Authorities for Tissues and Cells” (2012) “_ EUROCET

AUSTRIA

BELGIUM
Muylle Ludo

BULGARIA
Yordan Peev

CROATIA
Ferenac Kis Marina

CYPRUS
Carolina Stylianou

CZECH REPUBLIC
Eva Kfemenova

DENMARK

ESTONIA
Siim Suutre

FINLAND
Peltoniemi Pasi

FRANCE
Arnaud De Guerra

GERMANY
Ralf Toenjes

GREECE

HUNGARY
Lilla Tokar

IRELAND

ITALY

Fiorenza Bariani
Letizia Lombardini
Eliana Porta

LATVIA
Anita Daugavvanaga

LITHUANIA
Dainora Medeisiene

LUXEMBURG
Gérard Scharll

DATA PROVIDED BY NATIONAL COMPETENT AUTHORITIES:

MALTA

NETHERLANDS
Frank Van Linden

POLAND
Klaudia Nestorowicz
Izabela Tyszkiewicz

PORTUGAL
Rita Piteira

ROMANIA
Andrei Nica

SLOVAKIA
Valéria Cucorova

SLOVENIA
SPAIN

Bibiana Ramos
Marina Alvarez

Rosario Marazuela

SWEDEN
Mona Hansson

UNITED KINGDOM
Amy Gelsthorpe Hill
Emer O’ Toole
ALGERIA
ICELAND

ISRAEL

MACEDONIA

MOLDOVA
Tatiana Timbalari

NORWAY
Zaheer Rana

SWITZERLAND
TUNISIA

TURKEY
Yavuz Elba

ARGENTINA

Carlos Soratti

Martin Alejandro Torres
Ricardo Rubén lbar

BRAZIL
Heder Murari Borba

CHILI

COLOMBIA
Juan Gonzalo Lépez Casas
Diana Carolina Plazas Sierra

COSTA RICA
César A. Gamboa Penaranda

CUBA
Angela Olga Hidalgo Sanchez

DOMINICANA

ECUADOR
Diana Almeida

GUATEMALA

MEXICO
Enrique Martinez Gutiérrez
Omar Sanchez Ramirez

NICARAGUA
Tulio René Mendieta Alonso

PANAMA
Cesar Cuero Zambrano

PARAGUAY
PERU

URUGUAY
Inés Alvarez
Raul José Mizraji

VENEZUELA
Zoraida Pacheco Graterol
Evelyn Alonzo

Data recorded & prepared by: EUROCET - European Network of Competent Authorities for Tissues and Cells -Team (www.eurocet.org)
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Council Of Europe Convention, Resolutions,
Recommendations And Reports

COUNCIL OF EUROPE

e o

European Directorate for the
Quality of Medicines & HealthCare

CONSEIL DE L'EUROPE



Chairmen of the European Committee (Partial
Agreement) on Organ Transplantation (CD-P-TO)

1988- 1995 HORS Jacques (FRANCE)

1995- 2000 MATESANZ Rafael (SPAIN)

2000- 2003 DOYLE Peter (UK)

2003- 2005 MATESANZ Rafael (SPAIN)

2005- 2010 LOTY Bernard (FRANCE)

2010- 2012 PFEFFER Per (NORWAY)
2012- NANNI COSTA Alessandro (ITALY)

Council of Europe Convention, Resolutions,
Recommendations and Reports

CONVENTIONS

Convention for the protection of human rights and dignity of the human being with regard to
the application of biology and medicine: Convention on human rights and biomedicine.

Explanatory report to the Convention for the protection of human rights and dignity of the human
being with regard to the application of biology and medicine: Convention on human rights and
biomedicine.

Additional protocol to the Convention on human rights and biomedicine concerning transplantation
of organs and tissues of human origin.

Explanatory report to the Additional protocol to the Convention on human rights and biomedicine
concerning transplantation of organs and tissues of human origin.

Convention on Action against Trafficking in Human Beings (including for the purpose of organ
removal).

Explanatory report to the Convention on Action against Trafficking in Human Beings (including
for the purpose of organ removal).




RECOMMENDATIONS

Recommendation No. R (94) 1 of the Committee of Ministers to member states on human tissue
banks.

Recommendation No. R (97) 15 of the Committee of Ministers to member states on
xenotransplantation.

Recommendation No. R (97) 16 of the Committee of Ministers to member states on liver
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INTRODUCTION AND BACKGROUND

Since the first report of the allogeneic transplantation of
hematopoietic stem cells from a cord blood unit to a patient
who was consequently cured of his Fanconi anaemia in 1988,
thousands of allogeneic cord blood transplantations have
been performed around the world, mainly for malignant and
inherited haematological diseases. Fundamental clinical
research in this field is currently very active, with a view to
improving the outcome of allogeneic cord blood transplan-
tation.

The Council of Europe has been studying the issue of cord
blood donation for a number of years and has always been
concerned about the proliferation of private cord blood
banks dedicated to the collection and storage of cord blood
for autologous purposes. This resulted in the adoption of
Recommendation Rec(2004)8 of the Committee of Ministers
to member states on autologous cord blood banks® and its
Explanatory Memorandum on 19 May 2004 at the 88th meet-
ing of the Ministers’ Deputies. Rec(2004) 8 recommends that
member states only allow the establishment of cord blood
banks on the basis of altruistic and voluntary cord blood
donations. More generally, it presents the view of the Coun-
cil of Europe that the promotion of cord blood donation for
autologous use and the establishment of cord blood banks
for autologous use should not be supported by member states
or their health services.

The principal current use of umbilical cord blood is for the
collection of haematopoietic progenitor cells that can be
transplanted into patients with acquired or congenital dis-
eases of the bone marrow. In addition, it is known that umbil-
ical cord blood could act as a source of stem cells. Neverthe-
less, cord blood that is stored only for autologous use is very
rarely needed. It is currently widely accepted among the med-
ical community that the medical indications for transfusion
to a child of stem cells taken from preserved placental blood
derived from that child’s own umbilical cord are extremely
limited. Even if it is the case that, in the future, children do

! European Committee (Partial Agreement) on Organ Transplantation
(CD-P-TO). More information available at http://www.edgm.eu/en/organ-
transplantation-work-programme-72.html

2 Recommendation Rec(2004)8 of the Committee of Ministers to
member states on autologous cord blood banks, available at
https://wcd.coe.int/ViewDoc.jsp?id=744641&Lang=en

develop diseases requiring a haematopoietic progenitor cells
transplant, there is evidence to suggest that it is preferable to
use allogeneic transplantation to achieve the “graft vs. tumour
effect” in haematological diseases. In cases of congenital dis-
ease and in some leukaemias with intra-uterine cell muta-
tions, autologous hematopoietic progenitor cell transplanta-
tion is contraindicated. Therefore, the probability of
autologous use before the age of 20, in conditions of increas-
ingly doubtful safety as time passes, is infinitely smaller than
the likelihood of an allogeneic indication, so that children
whose cord blood had been stored would still be potential
users of allogeneic banks in any case. As a result, these chil-
dren would benefit from others without there being any pos-
sibility of reciprocity.

Furthermore, there is no scientific evidence that umbilical
cord blood for autologous use can be stored for long enough
to be of any use to the vast majority of donors. An interna-
tional system for locating allogeneically-compatible donors
already exists and storage for autologous purposes could seri-
ously endanger and limit altruistic and voluntary donation,
thereby limiting the possibility of treating a significant num-
ber of patients.

Most autologous cord blood banks are driven by financial
objectives rather than altruistic ones, and they seek to achieve
these commercial objectives by providing parents with the
illusion of therapeutic promise for the future, which so far is
devoid of any scientific foundation. As such, advertisements
by such banks are usually intentionally ambiguous regarding
the absence of indications and the potential future uses of the
properties of stem cells (if and when medical research finds
such uses). Nevertheless, parents should be informed of the
current lack of any scientific or medical justification for sys-
tematic collection of cord blood for exclusively autologous
purposes and they should be encouraged to participate
instead in the necessary development of public allogeneic and
anonymous cord blood banks.

Moreover, the quality of donations stored by autologous (pri-
vate) banks is notoriously variable compared to allogeneic
(public) banks, largely because the income of private cord
blood banks tends to be related to the number of units
banked rather than units issued. In fact, a very high percent-
age of the units collected in allogeneic banks are discarded as
they do not pass the very stringent quality criteria. These




quality issues make it very unlikely that units stored by private
banks could be selected for transplantation.

In November 2012, the European Committee (Partial Agree-
ment) on Organ Transplantation of the Council of Europe
(CD-P-TO) submitted a survey to its member states in order
to collect information on the implementation of Recom-
mendation Rec(2004)8. The following analysis summarises
their responses.

RESULTS

*53% (25/47) of Council of Europe member states
responded to the survey

*88% (22/47, including Croatia) of respondents were
European Union member states

*84% (21/25) have cord blood banks of any kind estab-

lished in the country

' None

' Allogeneic + Autologous

' Allogenic only
' Autologous only

Figure 1. Presence of cord blood banks in Council of Europe
member states. Percentages are calculated based on the responses of
the 25 respondent member states.

Summary of the answers submitted by the member states:

*44% (11/25) used Council of Europe Recommendation
Rec(2004)8, at least partially, to set up their own national
regulations on cord blood banks.

*16% (4/25) have explicitly forbidden autologous cord
blood banks (1/25 only after an autologous cord blood
bank had already been established).

*16% (4/25) declared not having regulations concerning
cord blood banking and no allogeneic or autologous
cord blood banks had been established. In one member
state, legislation is currently being drawn up.

*68% (17/25) declared having one or more autologous
cord blood banks established in the country and/or pri-

vate banks that collect cord blood units and send them
to be stored in another country with more convenient
legislation. Among these 17 countries:

— 16 member states have authorised the establish-
ment of these banks. In one country, autologous
cord blood banks are established, but not autho-
rised: the legal framework for cord blood banks
does exist, but it is not enforced by the Health
Authority;

— among the member states with autologous cord
blood banks and/or private banks that collect cord
blood units and send them to be stored in another
country, 9 have public information on altruistic
donation of cord blood distributed either by the
national Health Authority, the national organisa-
tion for transplantation/transfusion (public or pri-
vate foundations) or both. Where public informa-
tion exists, autologous cord blood banking is
generally not recommended because of the absence
of scientific evidence for its therapeutic use;

— 11 member states with autologous cord blood
banks declared having the same laws for autologous
and allogeneic cord blood banks;

—only 1 member state, which has an autologous
bank that collects cord blood units and that sends
them to another country to be stored, has asked
this establishment to annually report its activity
(i.e. number of cord blood units transferred for
storage purposes);

—in 1 member state, autologous cord blood banks
are authorised but, by law, they must make stored
cord blood units available for allogeneic purposes
if needed. As a result, nearly all cord blood units
collected for autologous purposes are sent to
another country for storage.

* Among the 21 member states that declared having estab-
lished cord blood banks:

—81% (17/21) have a legal framework based on the
European Union tissues and cell directives (Direc-
tives 2004/23/EC, 2006/17/EC, 2006/86/EC) or
national regulations;

—95% (20/21) also have a publicly-funded Bone
Marrow donor registry;

— The number of allogeneic cord blood units avail-
able in public cord blood banks is much lower than
cord blood units stored in autologous cord blood
banks, where these figures are known by the Health
Authorities.

CONCLUSIONS

Many Council of Europe member states have autologous cord
blood banks established in the country and/or private estab-
lishments that collect cord blood units and send them for
storage to another country. Few member states have used
Council of Europe Recommendation Rec(2004)8 of the Com-




mittee of Ministers to member states on autologous cord blood
banks to establish their legal framework on cord blood bank-
ing. Furthermore, few member states provide independent
public information on altruistic cord blood donation.

Many non-European Union Council of Europe member
states did not respond to the questionnaire and, thus, the
situation relating to cord blood banking in those countries is
unknown.

The European Committee on Organ Transplantation (CD-P-
TO) of the Council of Europe deems this a very worrisome

situation and will study the possibility of further action,
including the elaboration of an information booklet on cord
blood donation addressed to parents and to be used by
national health authorities. The proposed booklet will include
the most recent and accurate scientific and medical data on
cord blood transplantation.

Currently, allogeneic transplantation of hematopoietic stem
cells from cord blood is the only effective therapy for malig-
nant and inherited haematological diseases for thousands of
patients across the world.
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