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Abstract 
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IP/A/ENVI/WS/2011-22 January 2012 

PE 475.080 EN 



 

This workshop was requested by the European Parliament's Committee on Environment, 
Public Health and Food Safety 
 
CONTRIBUTING EXPERTS 

Stefaan Van der Spiegel, Directorate D, DG SANCO 
Dietger Niederwieser, President of Worldwide Network for Blood & Marrow Transplantation 
Katharine Wright, Assistant Director of the Nuffield Council on Bioethics 
David Price, Professor of Medical Law, Department of Law in the Faculty of Business and Law 
Rui Maio , Professor of Surgery, University of Lisboa 
Rafael Matesanz, Clinical Director of the National Organisation for Transplants  
Alessandro Nanni Costa, General Director of the Italian National Transplant Centre (CNT) 
 
 
RESPONSIBLE ADMINISTRATOR 

Dr Purificación TEJEDOR DEL REAL 
Dr Marcelo SOSA IUDICISSA  
Policy Department Economic and Scientific Policy 
European Parliament 
B-1047 Brussels 
E-mail: Poldep-Economy-Science@europarl.europa.eu 
 
 
SUMMARY PREPARED BY: 

Ms Catherine Ganzleben 
Ms Katalin Császár  
Ms Agnes Said 
Mr Gavin McBride 
Milieu Ltd. 
Brussels, Belgium 
 
 
ABOUT THE EDITOR 

To contact the Policy Department or to subscribe to its monthly newsletter please write to: 
Poldep-Economy-Science@europarl.europa.eu 
 
Manuscript completed in January 2012 
Brussels, © European Union, 2012 
This document is available on the Internet at: 
http://www.europarl.europa.eu/studies 
 
 
LINGUISTIC VERSION 

Original: EN 
 
 
DISCLAIMER 

The opinions expressed in this document are the sole responsibility of the author(s) and do 
not necessarily represent the official position of the European Parliament. 

Reproduction and translation for non-commercial purposes are authorised, provided the 
source is acknowledged and the publisher is given prior notice and sent a copy. 

mailto:Poldep-Economy-Science@europarl.europa.eu
mailto:Poldep-Economy-Science@europarl.europa.eu
http://www.europarl.europa.eu/studies


Workshop on 'Voluntary and Unpaid Donation of tissues and cells' 
____________________________________________________________________________________________ 

CONTENTS 
 
 

LIST OF ABBREVIATIONS 4 

EXECUTIVE SUMMARY 5 

1. LEGAL AND POLICY BACKGROUND 8 

2. PROCEEDINGS OF THE WORKSHOP 10 

2.1. PART 1: ON THE CONTEXT OF THE INITIATIVE REPORT ON 
VOLUNTARY AND UNPAID DONATION OF TISSUES AND CELLS 10 

2.1.1. Welcome and opening – MEP Marina YANNAKOUDAKIS, Member of the Committee 
on the Environment, Public Health and Food Safety 10 

2.1.2. DG SANCO, European Commission - Dr Stefaan VAN DER SPIEGEL 10 
2.1.3. Voluntary and unpaid donation of tissue and cells in Europe and worldwide: status 

quo and plans for harmonisations including networking - Dr Dietger 
NIEDERWIESER (Germany) 11 

2.1.4. Ethical issues associated with donation - Katharine WRIGHT (United Kingdom) 13 
2.1.5. Unpaid tissues and cells donation in Europe: Legal aspects - Professor David Price 

(United Kingdom) 14 
2.1.6. First Round of Questions and Answers 15 

2.2. PART 2: ON TRANSFORMING LIVES 17 

2.2.1. The donor family dimension, Deceased donation process, Challenges to defining 
death - Dr Rui MAIO (Portugal) 17 

2.2.2. Living Donation: Facing the organ shortage - Dr Rafael MATESANZ (Spain) 18 
2.2.3. New opportunities to increase organ, tissue and cell donation- Dr Alessandro 

NANNI COSTA (Italy) 20 
2.2.4. Second Round of Questions and Answers 22 
2.2.5. Conclusions: MEP Marina YANNAKOUDAKIS 22 

ANNEX I: PROGRAMME 23 

ANNEX II: SHORT BIOGRAPHIES OF EXPERTS 25 

ANNEX III: PRESENTATIONS 29 

 

 3 PE 475.080 



Policy Department A: Economic and Scientific Policy 
____________________________________________________________________________________________ 

LIST OF ABBREVIATIONS 
 
 
ADONHERS Aged Donor Heart Rescue by Stress Echo 

DCD Donation after Cardiac Death 

DG SANCO Directorate General for Health and Consumers 

DGF Delayed Graft Function 

EBMT European Group for Blood and Marrow Transplantation 

EC European Community 

EDC Expanded Criteria Donor 

ENVI Committee on Environment, Public Health and Food Safety 

EU European Union 

EVLP Ex-Vivo Lung Perfusion 

GNI Gross National Income 

HFEA Human Fertilisation and Embryology Authority 

HSCT Hematopoietic Stem Cell Transplantation 

ICU Intensive Care Unit 

MEP Member of the European Parliament 

MP Member of the (national) Parliament 

PNF Primary Non-Function 

TFEU Treaty on the Functioning of the European Union 

UK United Kingdom 

WBMT Worldwide Network for Blood & Marrow Transplantation 

WHO World Health Organization 

 4 PE 475.080 



Workshop on 'Voluntary and Unpaid Donation of tissues and cells' 
____________________________________________________________________________________________ 

EXECUTIVE SUMMARY 

 
The ‘Workshop on the Voluntary and Unpaid Donation of Tissues and Cells’ was held by the 
Committee on Environment, Public Health and Food Safety (ENVI) of the European 
Parliament (20 December 2011), and was hosted by Ms YANNAKOUDAKIS (MEP). Ms 
YANNAKOUDAKIS is in charge of preparing the Committee’s own-initiative report on the 
voluntary and unpaid donation of tissues and cells.  
 
The Workshop was divided into two parts, namely Part 1 which focussed on legal and 
ethical aspects of the voluntary and unpaid donation of tissues and cells, and Part 2 which 
focussed on practical aspects of transforming lives through donation and transplantation.  
 
Ms YANNAKOUDAKIS, Member of the Committee on the Environment, Public Health and 
Food Safety, opened the workshop and stated that the aim of the workshop is to receive 
input from specialists in different fields related to tissues and cell donation in order to learn 
more from their work and perspectives.  
 
The first panel consisted of four speakers, who provided presentations focused on the legal 
and ethical aspects of tissue and cell donation in the EU.  
 
Dr Stefaan VAN DER SPIEGEL, Team Leader for Substances of Human Origin, DG SANCO, 
European Commission, explained the role played by the European Union in regulating the 
donation of substances of human origin. He outlined EU requirements aimed at ensuring 
the safe flow of human substances from one body to another during the whole donation 
process and went on to describe the EU legal framework on voluntary and unpaid donation. 
He identified variation in practice across the Member States regarding compensation 
schemes for tissue and cell donation. Moreover, he drew attention to the donor shortage in 
the EU and the possible role that compensation may play in addressing that shortage.  
 
Dr Dietger NIEDERWIESER, Medical Doctor, President of the Worldwide Network for Blood & 
Marrow Transplantation (WBMT) and Professor of Medicine at the University of Leipzig 
provided an overview of hematopoietic stem cell transplantation (HSCT) and cellular 
therapy, noting consistent growth in the number of transplants while identifying challenges. 
He explained how recent changes in techniques to collect stem cells have significantly 
increased yield. He discussed the geography of stem cell donation, noting that higher 
donation rates are associated with higher gross national income. He highlighted the growth 
in unrelated donors, as against related donors. In concluding, Dr NIEDERWIESER stressed 
the importance of the accreditation and quality of transplants, highlighting the JACIE 
accreditation system. 
 
Ms Katharine WRIGHT, Assistant Director of the Nuffield Council on Bioethics, considered 
the ethical issues associated with donation, stressing the public interest in good health and 
the role of the state as a facilitator of the donation process. Ms WRIGHT questioned how far 
it is acceptable to incentivise people to donate and considered the role of compensation 
versus reimbursement. She identified altruism as a key element in donation and discussed 
the compatibility of altruism with some form of payment for donation, drawing on the 
‘intervention ladder’ as developed by the Nuffield Council. She highlighted the particular 
vulnerability of egg donors in comparison to other tissue and organ donors. 
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The presentation of Professor David PRICE, Professor of Medical Law in the Department of 
Law in the Faculty of Business and Law of the University of Leicester, examined legal 
aspects of unpaid tissue and cell donation in Europe, highlighting differences in the 
requirements regarding the level of restrictions on payments for donations of tissues and 
cells, blood, gametes and organs. The presentation considered variations in payments for 
gametes between Member States, and presented ethical arguments as to why gamete 
donation should not be paid. Professor PRICE’s presentation also looked into the 
relationship between altruism and compensation, noting that in some cases compensation 
can increase the motivation to donate. The presentation concluded by introducing the UK’s 
gamete donation scheme, implemented by the Human Fertilisation and Embryology 
Authority. 
 
The first panel was followed by a short round of questions, during which members of the 
audience posed questions on the ethics of making payments for donations and the current 
incompatibility of payments with EU legislation.  
 
The second panel focused on transforming lives through cell and tissue donation, exploring 
in particular some of the practical challenges surrounding donation and considering 
potential solutions.  
 
Dr Rui MAIO, Medical Doctor, Former President of the European Transplant Coordinators 
Organisation, identified major challenges facing organ transplantation, including the donor 
shortage, finding matching donors for complex recipients, preserving organ quality during 
international organ sharing efforts, and chronic transplant dysfunctions. He discussed the 
different options for addressing donor shortage, and went on consider the advantages and 
disadvantages of organ transplantation from living donation. Dr MAIO outlined the WHO 
Recommendations on hospital accountability for donation, and emphasised the need for 
cooperation between transplantation centres and intensive care units. He considered the 
different types of Donation after Cardiac Death, highlighting variation in the types common in 
the EU Member States, means for determining death, and the procedures for coordinating 
Donation after Cardiac Death. 
 
Dr Rafael MATESANZ, Medical Doctor, Clinical Director of the National Organisation for 
Transplants, highlighted the disparity between the demand for organ donation and the 
supply of donors, and considered various initiatives and options for improving access to 
organs. He outlined declarations at the international level, as well as the main initiatives and 
mechanisms that the EU has taken to ensure the high quality and safety of donation. Dr 
MATESANZ then went on to discuss the benefits of living organ donation, noting that living 
donation with the necessary medical and ethical guarantees is a perfect complement to 
donation from deceased donors. He highlighted variation in the rates of living donation within 
the EU and called for similar practices and greater cooperation.  
 
Dr Alessandro NANNI COSTA, Medical Doctor, Director of the Italian National Transplant 
Centre considered new opportunities to increase organ, tissue and cell donation. He 
presented the three pillars on which donation must be based, including a solid legal 
framework, appropriate education and communication among professionals and between 
professionals and donors and their families. Dr NANNI COSTA provided an overview of the 
main initiatives that have been taken place in Italy in order to improve donation processes 
and went on to discuss the importance of a transparent donation processes in ensuring safe 
donation. He considered the benefits of donation from deceased donors, and identified 
solutions that could address specific organisational and technical hindrances. As a final 
element, Dr NANNI COSTA presented the benefits of hematopoietic stem cell transplantation.    
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The second round of questions addressed the flow of tissues and cells between Member 
States and challenges relating to the legal framework, and donations from private core 
blood banks.  
 
In her closing remark Ms YANNAKOUDAKIS thanked all of the speakers for the interesting 
discussion. Ms YANNAKOUDAKIS also noted that the ethics of donation will continue to be a 
challenge in the future and stressed the importance of finding ways to encourage people to 
donate. 
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1. LEGAL AND POLICY BACKGROUND 
 
In order to ensure the safety and quality of human substance transplantations, the 
European Union has developed a legal framework that regulates the donation of blood and 
blood components, tissues and cells, and organs.  
 
The first Directive (Directive 2002/98/EC)1 on the donation of human blood and blood 
components was adopted in 2002. This Directive lays down standards through which the 
high quality and safety of human blood and blood components can be ensured throughout 
the whole blood transfusion chain. The Directive was adopted as a response to the need to 
protect public health and ensuring the free movement of blood and blood components in 
the European market.  
 
Following Directive 2002/98/EC, Member States are obliged to take the necessary 
measures to encourage voluntary and unpaid blood donation. In 2009, over 37% of 
European citizens gave blood. Despite this relatively high number, in many European 
countries there is a blood shortage.  
 
Therapies based on tissue and cell transplantations are increasingly common in the 
European Union. As tissues and cells may carry potential risks for diseases transmission, it 
is crucial that the various human substances are subject to strict safety and quality 
requirements. In order to establish high standards of quality and safety for tissues and cells 
of human origin for human therapeutic uses, the European Union has developed Directive 
2004/23/EC on tissue and cell donation.2 
 
In line with the Directive, Member States are encouraged to ensure the voluntary and 
unpaid donations of tissues and cells. However, donors may receive compensation that 
must be strictly limited to making good the expenses and inconveniences related to the 
donation. 
 
Based on the national reports on the donation of tissues and cells provided every three 
years by the Member States, the European Commission prepares a report on the voluntary 
and unpaid donation of tissues and cells. The first report on the promotion by Member 
States of voluntary unpaid donation of tissues and cells was prepared in 2006.3 Following 
the last report of the European Commission,4 the European Parliament has decided to 
prepare an own-initiative report on the subject matter. Ms YANNAKOUDAKIS (MEP) is in 
charge of preparing this report, as a rapporteur.  
 

                                                 
1 Directive 2002/98/EC of the European Parliament and of the Council of 27 January 2003 setting standards of 

quality and safety for the collection, testing, processing, storage and distribution of human blood and blood 
components and amending Directive 2001/83/EC, OJ L 33, 8.2.2003, p. 30–40. 

2 Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 on setting standards of 
quality and safety for the donation, procurement, testing, processing, preservation, storage and distribution of 
human tissues and cells, OJ L 102, 7.4.2004, p. 48–58. 

3 Report from the Commission to the Council and the European Parliament on the promotion by Member States of 
voluntary unpaid donation of tissues and cells, COM/2006/593 (final) 

4 Report from the Commission to the European Parliament, the Council, the European Economic and Social 
Committee and the Committee of the Regions- Second Report on Voluntary and Unpaid Donation of Tissues and 
Cells, COM/2011/352 final. 
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Across Europe there is a shortage of human organs available for transplantation, resulting 
in the death of about 12 European citizens daily.  In order to overcome this challenge, the 
European Union has adopted Directive 2010/45/EC on organ transplantation5 and 
developed an Action plan on organ donation and transplantation.6  
  
The Directive sets the basic safety and quality principles and measures in relation to 
donation, organ procurement and the transplantation of organs. The Directive also insists 
on the voluntary and unpaid donation of organs. The EU Action plan sets 10 priority actions 
through which the current challenges of organ donation could be addressed and the 
coordination and cooperation between the Member States enhanced.  
 
In order to overcome the issue of donor shortage and to fight against the trafficking of 
human substances, the European Union works in close cooperation with regional and 
international organisations, such as the Council of Europe and the World Health 
Organization. In this respect, it is noteworthy that the European Union (previously 
European Community) is signatory of the Council of Europe Convention on human rights 
and biomedicine, according to which ‘the human body and its parts shall not, as such, give 
rise to financial gain’. The European Union together with the World Health Organization 
have contributed to the development of the Madrid Resolution on organ donation and 
transplantation,7 which aims to encourage participant countries to work towards meeting 
their patients’ needs within their capacities and the seek cooperation both regionally and 
internationally.  
 

 
5 Directive 2010/45/EU of the European Parliament and of the Council of 7 July 2010 on standards of quality and 

safety of human organs intended for transplantation, OJ L 207, 6.8.2010, p. 14–29. 
6 Communication from the Commission-Action Plan on Organ Donation and Transplantation (2009-2015) : 

Strengthened Cooperation between Member States, COM(2008)819/3. 
7 The Madrid Resolution on Organ Donation and Transplantation:  National responsibility in meeting the needs of 

patients, guided by the WHO principles, 2010, available at: 
http://www.minsa.gob.pa/minsa/tl_files/documents/transplantes/The_Madrid_Resolution_on_Organ_Donation.p
df 

http://www.minsa.gob.pa/minsa/tl_files/documents/transplantes/The_Madrid_Resolution_on_Organ_Donation.pdf
http://www.minsa.gob.pa/minsa/tl_files/documents/transplantes/The_Madrid_Resolution_on_Organ_Donation.pdf
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2. PROCEEDINGS OF THE WORKSHOP 
 
2.1. PART 1: ON THE CONTEXT OF THE INITIATIVE REPORT ON 

VOLUNTARY AND UNPAID DONATION OF TISSUES AND CELLS 
 
2.1.1. Welcome and opening – MEP Marina YANNAKOUDAKIS, Member of the Committee 

on the Environment, Public Health and Food Safety 

Ms YANNAKOUDAKIS opened the workshop, welcomed participants and stated that the aim 
of the workshop was to receive input from specialists in different fields related to tissues 
and cell donation in order to learn from their work and perspectives. 

 
2.1.2. DG SANCO, European Commission - Dr Stefaan VAN DER SPIEGEL 

Dr Stefaan VAN DER SPIEGEL (DG SANCO, European Commission): Medical doctor, Team 
Leader for Substances of Human Origin 

In his presentation, Dr Van der Spiegel explained the role played by the European Union in 
the field of substances of human origin, described the way that unpaid and voluntary 
donation works in the EU and highlighted some practical problems that are associated with 
donation.  

Firstly, Dr Van der Spiegel defined the term ‘substances of human origin’ as parts of the 
human body, such as blood, cells, tissues and organs, that can be used for therapeutic 
purposes in the human body of the donor, or in different human bodies. Dr Van der Spiegel 
then went on to describe how, on the basis of the EU mandate set out in Article 168 of the 
Treaty on the Functioning of the European Union (TFEU), three sets of legislation have been 
developed to regulate the donation of blood, tissues and cells, and organs.  

He explained that the EU has developed three requirements with the aim of ensuring the 
safe flow of human substances from one body to another during the whole donation 
process, including donation, collection, testing, storage, processing and human application. 
Among the three requirements, Dr Van der Spiegel first referred to the one applicable to 
the different actors involved in donation (e.g. transplantation centres, procurement 
centres). He noted that actors are under the obligation to ensure the safety and quality of 
human substances through the careful selection of donors (e.g. not selecting donors who 
are addicted to drugs), the testing of donors against diseases (e.g. not selecting cancer 
patients as blood donors) and quality assurance along all steps of the donation process 
(e.g. avoiding bacterial diseases). As a second requirement, Dr Van der Spiegel referred to 
the obligation on national authorities to oversee the donation processes through the 
establishment of monitoring, inspection, vigilance and traceability systems. As a third 
requirement, Dr Van der Spiegel described the obligation of the European Commission, 
which is the coordination between the national authorities.  

Dr Van der Spiegel then presented the current legal framework on voluntary and unpaid 
donation. He noted that ensuring that the donation of substances of human origin is 
voluntary and unpaid is both an ethical and a legal issue. With regard to the donation of 
blood and plasma, he mentioned that Directive 2002/98/EC on the donation of human 
blood and blood components does not make the voluntary and unpaid character of donation 
mandatory; but it strongly encourages the Member States to ensure that donations are 
voluntary and unpaid. Dr Van der Spiegel explained that the main reason for this non-
mandatory requirement is that there are Member States which are short in blood storage 
and where payment is therefore offered to blood donors.  
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He went on to explain that the Directive 2004/23/EC on tissue and cell donation operates 
on the basis of the same principle. Directive 2010/45/EC on organ donation however, 
makes the voluntary and unpaid donation of organs mandatory. Dr Van der Spiegel 
explained that this mandatory requirement was included in the Directive since organ 
donation often needs to happen relatively quickly. 

In order to better explain the extent to which compensation is paid in the case of tissue and 
cell donation, Dr Van der Spiegel said that payments can be made in order to cover the 
expenses of the donors and to compensate them for any inconveniences suffered. Under 
the regime of the Directive, Member States are responsible for determining the ‘costs of 
inconveniences’. As an example of typical inconveniences, Dr Van der Spiegel referred to 
long hormonal therapies, surgery and hospitalisation in case of egg cell donation.  

In the context of existing compensation schemes for tissue and cell donation, Dr Van der 
Spiegel referred to a recent report by DG SANCO, according to which compensation 
schemes vary across the Member States. Dr Van der Spiegel emphasized that 
compensation schemes must be designed in such a way so to ensure that donors do not 
gain financial benefits from the donation of their human substances. He also said that while 
deciding on the upper limit of compensation, Member States should take into consideration 
the country’s economic situation (e.g. the real value of an amount offered in a 
Scandinavian country and in an Eastern European country is different). 

Dr Van der Spiegel then described the three different categories of tissues and cells, 
namely standard tissues (e.g. bone, skin patch), hematopoietic stem cells (e.g. bone 
marrow), and reproductive tissues and cells. These categories of cells and tissues are used 
in different donation processes and are procured in different ways (e.g.  cornea and bone 
are typically procured from deceased donors, whereas living donors are used for bone 
marrow transplantations).  

Finally, Dr Van der Spiegel drew the audience’s attention to the problem of donor shortage 
in Europe. He explained that in many Member States even a corneal transplantation can be 
difficult due to the lack of donors. Thus, Dr Van der Spiegel argued that in certain countries 
compensation systems might offer solutions for donor shortages.  

Dr Van der Spiegel’s presentation can be found in Annex II.  

 
2.1.3. Voluntary and unpaid donation of tissue and cells in Europe and worldwide: status 

quo and plans for harmonisations including networking - Dr Dietger NIEDERWIESER 
(Germany)  

Dr Dietger NIEDERWIESER (Germany): President of the Worldwide Network for Blood & 
Marrow Transplantation (WBMT), Former President of the European Group for Blood and 
Marrow Transplantation (EBMT), Professor of Medicine at the University of Leipzig  

Dr Niederwieser gave an overview of hematopoietic stem cell transplantation (HSCT) and 
cellular therapy. He explained how the first stem cell transplant was performed by Donnall 
Thomas in 1956 with the bone marrow from an identical twin and how Thomas’s work on 
tissue typing led to successful transplants from unrelated donors, for which he was 
recognized with a Nobel Prize. He noted how the number of successful transplants has 
subsequently continued to rise. Dr Niederwieser explained how, in 2009, there were about 
53,000 stem cell transplants in the world, and noted that stem cell transplants differ from 
other kinds of transplants, like organs or blood, because they are concerned with tissue 
typing and not about blood type or size of the organ.  
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He explained that matching for HLA (Human leukocyte antigen) genes on chromosome 6 
between patient and donor are needed for a good clinical success; this is the reason why 
some times 5,000,000 people or more need to be screened to find one match. 

The way the collection of stem cells has been changed over the past few years was also 
explained. Dr Niederwieser described that while stem cells used to be collected from bone 
marrow, donors now donate the stem cells from their blood. He described how blood is 
collected from the donor’s arm into a machine that filters out and collects the stem cells 
while the rest of the blood is transfused back to the donor. With this new treatment, Dr 
Niederwieser said it is possible to collect 10 times more stem cells from blood than from 
bone marrow, noting that  today about 80% of the stem cells are transplanted from blood. 

Dr Niederwieser went on to provide an insight into where the donors are coming from and 
gave an overview of the HSCT activity in Europe. He explained the difference between 
allogeneic transplants, where the donor is in the family or unrelated and autologous 
transplants, where the patient himself is the donor. He noted that 2011 saw an increase of 
more than 15% in allogeneic transplants in Europe, compared to an increase of only 6% in 
autologous transplants. He said that while in the past most donors were family relations, 
today more than 50 per cent of the donors are unrelated. Dr Niederwieser explained how 
the Worldwide Network for Blood and Marrow Transplantation (WBMT), a global network for 
organisations dealing with stem cell treatment, was founded to provide data regarding the 
origin of stem cell donations.  

The interchange of donors between different regions and continents was also highlighted. 
As Dr Niederwieser explained the major exchange of stem cells is between North America 
and Europe. He identified evidence to suggest that transplant rates correlate with gross 
national income (GNI), explaining that high income countries tend to have a higher 
frequency of transplants, while lower income countries tend to have fewer unrelated donors 
and autologous transplants. He noted that this correlation can also be seen in Europe.     

Dr Niederwieser stressed the importance of the accreditation and quality of transplants, 
highlighting the JACIE accreditation system. He explained how the JACIE system was 
conceived 10 years ago to accredit transplant centres in Europe and the US. Noting that 
cancer patients treated in accredited centres live 10% longer in comparison to those 
treated in non-accredited centres, he concluded that ‘harmonisation of accreditation, rules 
and government is absolutely necessary.’  

Dr Niederwieser’s presentation on ‘Voluntary and unpaid donation of tissue and cells in 
Europe and worldwide: status quo and plans for harmonisations including networking’ can 
be found in Annex II. 
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2.1.4. Ethical issues associated with donation - Katharine WRIGHT (United Kingdom) 

Katharine WRIGHT (United Kingdom): Assistant Director of the Nuffield Council on 
Bioethics, Member of the Leicestershire Clinical Ethics Committee 

Ms Wright summarized the findings of the report of the Nuffield Council on Bioethics, 
‘Human bodies: donation for medicine and research’8 and addressed the ethical issues 
associated with donation. She noted that the key question in the report is how far a society 
should go in attempting to encourage or facilitate the donation of bodily material. She said 
‘bodily material, by definition, and the way it is obtained raises ethical questions because it 
comes from a person. For both donor and recipient we are talking about peoples lives’.  

It was explained that the public interest in good health of members of our society is a 
strong ethical argument for trying to meet demand for bodily material. Ms Wright stressed 
the obligation of the state in taking action to reduce the demand for organ transplants by 
promoting good health. She highlighted the role of good governance and said that it should 
be made easy to donate.  

Ms Wright questioned how far it is acceptable to incentivise people to donate and 
considered the role of money. She highlighted the importance of terminology in this 
context, specifically the meaning of ‘unpaid’ and ‘payment’. She identified a difference 
between purchase (buying or selling things – a commercial transaction), reward (to a 
person for donating, not for the thing), and recompense (making good for losses), noting 
that the last is currently accepted in donation. She noted that one form of recompense is 
reimbursement for financial losses, while the other kind is compensation for non-financial 
losses, explaining that it can be challenging to distinguish between compensation for non-
financial losses and reward. She discussed how while the organ directive only allows 
reimbursement for financial losses, the tissues and cells directive allows for compensation 
for discomfort, and considered how this has led to different interpretations across the 
Member States.  

It was explained that altruism is at the heart of the donation process. Ms Wright identified 
donation as a public concern and an expression of solidarity, and argued that altruism 
should continue to play a central role in donation. Referring to the report of the Nuffield 
Council, she explained how the Nuffield Council explicitly rejected the idea of the sale and 
purchase of bodily material. However, she went on to emphasise that altruism and some 
forms of payment are not always mutually exclusive, identifying some examples where 
payment is already accepted within donation. Ms Wright said that donation for research 
purposes differs in important ways from donation for treatment purposes, noting that, in 
the case of donation for research payment is less likely to be against the common good and 
may justify the payments currently made to volunteers. 

Ms Wright demonstrated the Nuffield Council’s ‘intervention ladder’ for encouraging people 
to donate, explaining how the ladder has six rungs, namely:  

1) Information about the need for donation,  
2) Recognition of altruistic donation,  
3) Removing barriers and disincentives,  
4) Interventions as an extra prompt or encouragement,  
5) Benefits in kind, and 
6) Financial incentives. 

 

                                                 
8 Nuffield Council on Bioethics: ‘Human bodies: donation for medicine and research’, Source: 

http://www.nuffieldbioethics.org/sites/default/files/Donation_full_report.pdf.  
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She noted that the first four rungs are forms of encouragement that could only support, not 
prompt, to donate and as such are altruist focused. She went on to explain how the two 
last rungs are defined as non-altruist focused. Ms Wright identified the welfare of the donor 
and the threat to the common public good of non-altruistic donation as two key factors for 
policy makers to consider, noting that there is extraordinarily little evidence to suggest that 
giving financial incentives will improve donation. 

Finally, Ms Wright highlighted how poorly protected, at the international and global level, 
egg donors are compared with organ and other tissue donors. She noted that gamete 
donors are excluded from the WHO ‘Guiding Principles’ and highlighted the considerable 
evidence of the abuse and exploitation of women as egg donors. She concluded by stating 
that the protection of egg donors is something that should be taken up at the international 
level. 

Ms Wright’s presentation on ‘Ethical issues associated with donation’ can be found in 
Annex II.  

 

2.1.5. Unpaid tissues and cells donation in Europe: Legal aspects - Professor David Price 
(United Kingdom)  

Professor David Price (United Kingdom): Professor of Medical Law in the Department of Law 
in the Faculty of Business and Law of the University of Leicester, Fellow of the Higher 
Education Academy, Expert Member of Ethical, Legal and Psychological Aspects of 
Transplantation Working Group, Member of the Leicestershire Clinical Ethics Committee 

Professor Price could not attend the workshop and his slides were presented in his absence. 
His presentation looked into the legal aspects of unpaid tissue and cell donation in Europe.  

It was explained that the Charter of Fundamental Rights (Article 3) contains the prohibition 
of ‘making the human body and its parts as such a source of financial gain.’ A similar 
prohibition is referred to in Article 21 of the Council of Europe Convention. Neither Directive 
2004/23/EC on tissue and cell donation, nor Regulation (EC) 1394/2007 on advances 
therapy medicinal products9 makes donation mandatorily unpaid. The EU Organ Donation 
Directive, however, requires the Member States to ensure that ‘donations of organs from 
deceased and living donors are voluntary and unpaid.’ 

Professor Price’s presentation described the main findings of DG SANCO’s Second Report on 
the Voluntary and Unpaid Donation of Blood and Blood Components,10 which looks into the 
implementation of Directive 2004/23/EC. Regarding the unpaid character of donation, it 
was mentioned that in some Member States compensation is restricted to the 
reimbursement of expenses, whereas in others substantial payments can be offered, such 
as for the donation of gamete cells or embryos. This is particularly the case in Spain, 
Denmark and the Czech Republic. According to Professor Price, Member States may allow 
payments for gamete cell donors, in order to overcome donor shortages.  

                                                 
9 Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13 November 2007 on 

advanced therapy medicinal products and amending Directive 2001/83/EC and Regulation (EC) No 726/2004, 
OJ L 324, 10.12.2007, p. 121–137. 

10 Report from the Commission to the European Parliament, the Council, the European Economic and Social 
Committee and the Committee of the Regions: Second Report on Voluntary and Unpaid Donation of Blood and 
Blood Components. Brussels, 23.3.2011 COM(2011) 138 final.  
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The presentation also gave an overview on the reasons why gamete donation should not be 
paid (commodification based argument). Among the main arguments it was mentioned that 
human bodies cannot be commoditised and that paid donation breaches human dignity, 
moreover the theory of Kant was also referred to, according to which ‘individuals have 
worth, but no price.’ The Church also considers paid donation as morally unacceptable.  

Professor Price’s presentation also touched upon the question of altruism by referring to the 
preamble of Directive 2010/45/EU on organ donation, which states that ‘altruism is an 
important factor in organ donations’, through which the quality and safety of donated 
organs can be ensured. This element is also reflected in the report of the Nuffield Council 
on Bioethics.  

Professor Price also looked into the relationship between altruism and compensation, noting 
that in some cases compensation (e.g. for time or inconveniences) is an additional help for 
those who are already inclined to donate, whereas in other instances, compensation 
constitute a more significant motivation to donors (e.g. in case of egg cell donation).  

The last part of Professor Price’s presentation focused on the introduction of the new 
gamete donation scheme in the UK, which has been implemented by the Human 
Fertilisation and Embryology Authority (HFEA). This new scheme operates for sperm donors 
with a fixed sum of £35 (€42) per visit including expenses, whereas for egg donors it offers 
a fixed sum of £750 (€909) per cycle of donation including expenses. The introduction of 
fixed amounts takes into account the need to improve gamete donation, and recognises the 
commitments taken by the donors.  

Professor Price’s presentation on ‘Unpaid tissues and cells donation in Europe: Legal 
aspects’ can be found in Annex II.  

 

2.1.6. First Round of Questions and Answers 

After the first part of the workshop, Ms YANNAKOUDAKIS opened the floor for questions.  

In his question, Peter LIESE (MEP) asked Ms WRIGHT, whether she thinks the position of 
the Nuffield Council on Bioethics, namely that payment in principle is not unethical, is in 
line with the Charter of Human Rights. Mr Liese argued that its opt-out from certain 
chapters of the Charter does not allow the United Kingdom to commercialise donation.  

Mr LIESE also said that from his point of view the commercialisation of cell donation (e.g. 
donation of gamete cells) is against the basic principles of EU law and the relevant 
secondary legislation. Thus, he suggested that the question of compensation versus 
payment in the relevant EU legislation requires further clarification.  

In her answer Ms WRIGHT emphasized that the Nuffield Council on Bioethics is not a legal, 
but an ethical body with a competence of exploring ethical options with regard to donation. 
Thus, the options presented are not legally binding in the United Kingdom. Moreover, the 
Council’s official position is that ‘any kinds of purchase or sale must be forbidden. She 
acknowledged, however, that the picture becomes more complex, when it comes to the 
definition of compensation.  

That is why the Nuffield Council on Bioethics decided to elaborate the six options for the 
definition of payment (as presented in the intervention ladder). Ms WRIGHT in her answer 
also acknowledged the need for a clear EU level policy on compensation for donation, and 
expressed her view that the Nuffield Council’s report could contribute to elaborating such 
policy.  
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Vittorio PRODI (MEP) asked about the ethics of donation for payment. He argued that our 
body results from a long process of genetic development. He wondered whether in this case 
our body could be considered as a common good and if a donor could accept payment for 
the donation of his/her organs, tissues or cells.  

Ms WRIGHT in her answer referred to the question of altruism. She said that in a world, 
where organ shortage is increasing, one could argue that selling organs could be legitimate 
given that good health care is provided and the person offering the organ is not 
manipulated. Ms WRIGHT then said that the payment option reflected in their report aimed 
at identifying all the possible steps that a policy maker might consider if pressed by donor 
shortages. She emphasized that exploring the potential and effects of option 6) financial 
incentives would require further research efforts.  

The third question was asked by Miroslav MIKOLÁŠIK (MEP). Mr MIKOLAŜIK argued that 
with the adoption of the Lisbon Treaty, which integrates the Charter of Fundamental Rights 
into the EU legal order, it has become forbidden to trade with parts of the human body. He 
noted that any practice which makes the donation of human body parts subject to payment 
is therefore against EU law.  

In this context, Mr MIKOLAŜIK asked whether it is still acceptable in the United Kingdom to 
accept payment for gamete cell donations, and enquired after the position of the Human 
Fertilisation and Embryology Authority regarding paid gamete donation. In order to 
illustrate the potential problems of paid donation, Mr MIKOLAŜIK presented a Romanian 
case that concerned gamete cell donation for payment to UK citizens.  

Ms WRIGHT said that the Nuffield Council on Bioethics is in a position that in cases where 
human substances are imported to the UK, the importing clinics should take the 
responsibility for the professionalism of the referee clinic.  

Dr VAN DER SPIEGEL contributed to the discussion by explaining that when a Member State 
imports a human substance from a third country, the competent authority of the importing 
country is under the obligation to ensure that the collection and donation have been 
undertaken in a way that is equivalent to the current European standards. 

Dr Van der Spiegel also said that defining the borderline between compensation and 
payment is particularly difficult and in most cases could only be decided upon if the donor’s 
income is taken into consideration.  
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2.2. PART 2: ON TRANSFORMING LIVES 
 
2.2.1. The donor family dimension, Deceased donation process, Challenges to defining 

death - Dr Rui MAIO (Portugal) 

Dr Rui MAIO (Portugal): Medical Doctor, Former President of the European Transplant 
Coordinators Organisation (ETCO), Professor of Surgery, University of Lisboa, Senior 
Transplant Surgeon in Lisbon at the Hospital de Santa Maria 

Dr Maio explained that despite major achievements, organ transplantation still faces certain 
challenges. Among the major factors affecting organ transplantation, the shortage of donors 
was highlighted. Donor shortage could lead to the use of older donors, Expanded Criteria 
Donor (EDC) and Donation after Cardiac Death (DCD) donors. Organs from older or ECD 
donors may increase the risk of primary non-function (PNF) or delayed graft function (DGF), 
or could decrease the graft survival rate of the recipients.  

Dr Maio also referred to the difficulty of finding matching donors for complex recipients. 
Regarding international organ sharing efforts, the potential risks of longer cold ischemia were 
highlighted. As a last major challenge, Dr Maio mentioned the substantial problem of chronic 
transplant dysfunctions, which hampers the recipients’ survival rate.  

It was also explained that there are different ways to overcome the problem of donor 
shortage, including: focusing more on prevention and the medical treatment of organ related 
diseases; increasing organ donation from living donors; and reducing the need for 
retransplantation. The need for retransplantation can be reduced by increasing the graft 
survival rate of the recipients. In this context, it was mentioned that the age of the donors 
strongly affects the graft survival of the recipient.  

With regard to organ transplantation from living donors, Dr Maio emphasized that this type of 
donation has both advantages and disadvantages. Among the advantages it was mentioned 
that through donation from living donors better results could be achieved, as hospitals can 
better ensure the quality of organs, select suitable and healthy donors, schedule operations 
and thus reduce the possibility of complications. At the same time, living donor 
transplantation may give rise to ethical concerns and may cause physical (e.g. post operation 
complications), economic (i.e. costs associated with donation), psychological (e.g. 
postoperative trauma) or social (e.g. limited work capacity) problems for the donors. Thus, 
Dr Maio stated that ‘before putting a living donor at risk we should increase donation from 
deceased donors’. Deceased donation can be increased by identifying all the possible 
deceased donors, including both brain death and circulatory death donors.  

Dr Maio, then presented a recommendation of the World Health Organization (WHO) on 
hospital accountability for donation. The recommendation encourages hospitals to establish 
donation committees, work with responsible professionals, appoint hospital coordinators, set 
up systems to record potential deceased donors and better engage with intensive care unit 
(ICU) professionals responsible for the end-of-life care of patients.  

With regard to this last point, Dr Maio emphasized that the greater involvement of ICU 
professionals in the donation processes would be beneficial as they would be able to better 
detect potential donors, evaluate their viability, as well as to approach and support the family 
of the donors. It was argued that through the cooperation of transplantation centres with ICU 
professionals, the number of donors and the number of organ per donor could be increased 
and the quality of donor organs could be improved.  
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Dr Maio then discussed the different types of DCD donation, including: type I - dead on 
arrival; type II - unsuccessful resurrection; type III – awaiting cardiac arrest; and type IV – 
cardiac arrest while brain dead.  DCD donation, in particular types II and III, is the most 
unexplored source of organ donation. However, due to donor shortages and its proved 
results, DCD donation is becoming more common, with 10 European countries already 
performing organ transplantations from DCD donors. It was explained that the reason for not 
performing DCD donation varies across countries, noting that in some countries it is not 
allowed by law, whereas in others either the expertise is lacking or the transplantation 
centres face organisational problems.  

Dr Maio said that DCD donations are more common in Western European countries, such as 
the United Kingdom, France, Spain and Belgium. It was mentioned that except for Spain, 
where mostly type II donors are used, European countries tend to perform organ 
transplantation from type III DCD donors. While explaining the problems related to DCD 
donation by the type of donors, Dr Maio mentioned that using types I and II donors often 
cause organisational problems, whereas ethical and legal issues emerge with regard to organ 
donation from types III and IV DCD donors.  

As the important ethical and legal issue, the question of determining death was referred to. 
Through existing definitions Dr Maio outlined the two main ways to determine death: the first 
associates death with circulatory death, whereas the second associates death with brain 
death. It was said that in certain cases the cessation of cardiopulmonary function leads to the 
brain death of the patient. Many countries and organisation (e.g. the Institute of Medicine) 
have developed so-called DCD protocols to determine the time that must pass between the 
moment of circulatory death and the determination of brain death. This time period ranges 
from 5 minutes (e.g. in Belgium, Spain, UK) to 20 minutes (e.g. in Italy).  

As a final point, Dr Maio described the scheme of a controlled DCD donation. DCD donation 
processes always start with the decision of withdrawing the patient’s life support. Following 
this moment, the possibility of donation could be considered and a transplant coordinator 
could intervene. Where the donation procedure continues, there are 90 minutes to remove 
the organs of the donor. Dr Maio concluded by highlighting that the graft survival rate after 
transplantation from DCD donors is much higher than from ECD donors.  

Dr Maio’s presentation on ‘The donor family dimension, Deceased donation process, 
Challenges to defining death’ can be found in Annex II. 

 

2.2.2. Living Donation: Facing the organ shortage - Dr Rafael MATESANZ (Spain)  

Dr Rafael MATESANZ (Spain): Medical Doctor, Clinical Director of the National Organisation 
for Transplants (CNT), WHO councillor, Asturias Prince Award 

Dr Matesanz opened his presentation by explaining that the demand for organ donation is 
increasing. According to the Global Observatory on Donation and Transplantation over 
100,000 solid organ transplantations have been carried out worldwide since 2008, with the 
annual number of transplantation increasing by 2-3%.  

Highlighting the huge number of people who are in need of solid organ transplantation (over 
1 million patients), it was noted that only a small number of sick people successfully receive 
transplants. Thus, Dr Matesanz concluded that there is a disparity between the supply and 
the demand side.  
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It was explained that in order to improve access to organs, the international community has 
developed the so-called Madrid Resolution on Organ Donation and Transplantation: National 
responsibility in meeting the needs of patients, guided by the WHO principles11 from 2010, 
which encourages participating countries to improve their self-sufficiency in organ 
transplantation, in particular by promoting organ transplantation from both live and deceased 
donors.  

It was highlighted that encouraging organ transplantation from deceased donors is 
particularly important in Asian countries, where only 2-3% of the total transplantations are 
from deceased donors and where most of the organ trafficking and transplant commercialism 
occur. In order to fight against organ trafficking and transplant tourism, the international 
community has developed several declarations, such as the 2008 Declaration of Istanbul on 
Organ trafficking and Transplant Tourism,12 while the United Nations has also developed 
resolutions to decrease the number of trafficking in organs. Dr Matesanz also referred to the 
main initiatives and mechanisms that the EU has taken to ensure the high quality and safety 
of donation. He said that these values must be upheld and should apply to both donors and 
recipients.  

Dr Matesanz then presented the main characteristics of living organ donation. He emphasized 
that ‘besides the transplantation of double organs (e.g. kidney), it is clinically possible to 
transplant pieces of regenerable (e.g. liver) or non-regenerable organs (e.g. lung, pancreas)’. 
It was also noted that organ transplantation from live donors generates better survival rates 
than donation from deceased donors, because live organs do not suffer from the death 
process and the donors are often younger. Dr Matesanz also said that if all clinical conditions 
are met during the transplantation and the possibility of diseases is ruled out, the long-term 
survival rate of living organ donors are the same as for the general population.  

Statistical information about the number of kidney transplantations from live donors 
worldwide was also presented and it was highlighted that the percentage of living kidney 
transplantation is significantly lower in Europe than in other parts of the world. Regarding the 
EU, it was described that most of the living kidneys are used in Scandinavian countries, the 
Netherlands, Germany and the United Kingdom.  

In his concluding remarks, Dr Matesanz emphasized the importance of self-sufficiency and 
said that ‘every country should make a diagnosis of its situation and find the most adequate 
way towards self-sufficiency.’ It was also said that living donation with the necessary medical 
and ethical guarantees is a perfect complement to donation from deceased donors. 

Finally, it was argued that the EU 27 must endeavour to achieve similar practices and make 
use of the differences which exist between the Southern (e.g. using organs from deceased 
donors) and the Northern practices (e.g. using organs from living donors). Dr Matesanz said 
that through such improvements, Europe could develop ‘the greatest and most efficient 
cooperative structure for transplantation in the world.’ 

Dr Matesanz’s presentation on ‘Living Donation: Facing the organ shortage’ can be found in 
Annex II. 

 

                                                 
11 The Madrid Resolution on Organ Donation and Transplantation:  National responsibility in meeting the needs of 

patients, guided by the WHO principles, 2010, is available at:  
http://www.minsa.gob.pa/minsa/tl_files/documents/transplantes/The_Madrid_Resolution_on_Organ_Donation.pdf 
12 The Declaration of Istanbul on Organ trafficking and Transplant Tourism, 2008, available at: 

http://www.declarationofistanbul.org/ 
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2.2.3. New opportunities to increase organ, tissue and cell donation- Dr Alessandro NANNI 
COSTA (Italy)  

Dr Alessandro NANNI COSTA (Italy): Medical Doctor, Director of the Italian National 
Transplant Centre (CNT), Member of the Committee of Experts on the Organisational Aspects 
of Co-operation in Organ Transplantation of the Council of Europe 

In opening his presentation, Dr Nanni Costa identified the European countries as being the 
only proponents of voluntary and unpaid donation in the world. He said that it is particularly 
important to recognise that organs are not commercial products and cannot be sold. 

Dr Nanni Costa then presented the three pillars on which donation must be based. Firstly, the 
need for developing a solid legal framework was referred to, which framework should clearly 
define death and regulate donation from both deceased and living donors. As a second 
element, the requirement for appropriate education on the donation of cells and tissues was 
mentioned. Thirdly, the importance of communication among professionals and between 
professionals and donors and their families was highlighted. With regard this last point, Dr 
Nanni Costa stressed that constant dialogues with potential donors enable them to make 
informed decisions about donation.   

The steps that need to be taken in the case of donation from a deceased donor were also 
explained. In this respect, Dr Nanni Costa referred to the 2008 Declaration of Istanbul on 
Organ trafficking and Transplant Tourism and the 2010 Madrid Resolution on Organ 
Donation and Transplantation. Relevant WHO Guiding Principles that promote an increase in 
deceased donation13 were also mentioned. According to Dr Nanni Costa, these Guiding 
Principles suggest that WHO finds deceased donation less risky than organ donation from live 
donors. Despite the risks of live donation, the number of transplantations from living donors 
is increasing. It was also emphasized that transplantation from living donors must be better 
regulated, more especially in Mediterranean countries.  

Dr Nanni Costa provided an overview of the main initiatives that have been taken place in 
Italy, in order to improve donation processes. Among these initiatives, training programmes 
for nurses and doctors, the development of communication tools (for example with the 
families of deceased donors), the development of brain death diagnosis and the 
establishment of tissue, cell and core blood banks were mentioned.  

It was also argued that a transparent donation process is crucial in ensuring that organs are 
safely obtained, and called for appropriate legislation and publicly available data. As an 
example of a transparent database, Dr Nanni Costa referred to EUROCET14, which is a 
common registry for the collection of data on organ, tissue and cell donation and 
transplantation, managed by Italy. 

As another important element in ensuring transparent donation processes, the use of follow-
up data collection systems was referred to. According to Dr Nanni Costa, Italy is the only 
country in the EU to publish information about transplantations (e.g. indicators, success 
rates) on the website of the Italian Ministry of Health.  

                                                 
13 WHO Guiding Principles on Human Cell, Tissue and Organ Transplantation, Source: 

http://www.who.int/transplantation/Guiding_PrinciplesTransplantation_WHA63.22en.pdf 
14 The EUROCET website is accessible through the following web link : https://www.eurodonor.org/eurocet/ 
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Dr Nanni Costa then explained that one of the hindering factors for deceased donation is the 
lack of coordination with intensive care units. Through presenting statistical information, it 
was argued that despite the fact that most of the potential organ donors die after the age of 
40 (mostly in intensive care), the percentage of organ donation from such donors is low. As a 
counterexample, similar statistical information about younger donors was presented which 
showed that the system works more efficiently. Dr Nanni Costa then said that the number of 
donation from older deceased donors should be increased. However, it was argued that this 
increase is only possible if the healthy state of donor organs is guaranteed. 

Dr Nanni Costa identified new products and techniques through which the deceased donor 
shortage could be solved and the age limits (currently if the donor is 65+ then heart 
transplantation is not possible) could be cut off for certain types of donations (e.g. heart and 
lung transplantation). As a few examples, ADONHERS (Aged Donor Heart Rescue by Stress 
Echo) and EVLP (Ex-Vivo Lung Perfusion) were referred to.    

Highlighting the advantages of deceased donation, Dr  Nanni Costa argued that ‘donation 
after death’ can help raising the rate of tissue (e.g. bone, skin) and organ (e.g. heart) 
donation and that it offers cheaper solutions than for example the use of artificial transplants.  

Dr Nanni Costa said that in line with the relevant EU legislation, ‘we should avoid the 
commercialisation of tissue and cell donation.’ In this context, profit-oriented, mostly US 
based, companies were mentioned that aim to offer their ‘products’ in the European market. 
According to the speaker, such ‘products’ should be distributed via authorised public tissue 
banks.  

As a final element, Dr Nanni Costa presented the benefits of hematopoietic stem cell 
transplantation (HSCT), and argued that the number of such transplantations must be 
increased. This increase could be achieved by: establishing registers for the organisation of 
such transplants; encouraging donation from unknown and live donors; organising 
information campaigns about HSCT; launching programmes in order to find donors from 
different ethnic groups; and by promoting altruistic and allogeneic donation. Dr Nanni Costa, 
in his concluding remarks, also encouraged the elaboration of international standards, and 
emphasized the importance of launching joint programmes among the actors of the 
international community.  

Dr Nanni Costa’s presentation on ‘New opportunities to increase organ, tissue and cell 
donation’ can be found in Annex II.  
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2.2.4. Second Round of Questions and Answers 

At the end of the workshop, Ms YANNAKOUDAKIS opened the floor for a second round of 
questions.  

The first question was addressed to Dr NANNI COSTA and referred to the high number of 
donations (i.e. around 300) from private core blood banks. In the question Dr NANNI COSta 
was asked why he was against donation from private core blood banks.  

Emphasized that no official statistical information exist in peer reviewed articles about the 
number of donations from private core blood banks, Dr  NANNI COSTA said that he was not 
in a position to take a clear position.  

Dr NIEDERWIESER also expressed his doubts about the correctness of the numbers 
indicated in the question.  

The next question was asked by David BURROWES (MP of UK Parliament), who argued that 
the current system with regard to the importation of human substances from one Member 
State to another Member State may have cost implications. As an example, he mentioned 
the import of gamete cells to the United Kingdom where the testing rules are often stricter 
than in other European countries, thus importing UK clinics must run additional tests (e.g. to 
exclude HIV or hepatitis B and C), which have cost implications. Mr BURROWES, thus 
suggested the revision of the current legal framework.  

In answering, Dr VAN DER SPIEGEL confirmed that the European Commission is aware of 
the existing differences between the practices of Member States. He mentioned that while 
the current legal framework, with regard to gamete donation for example, lists the tests 
that must be carried out before donation, it does not specify the specific test methods. In 
explaining this regulatory approach, Dr VAN DER SPIEGEL noted that certain Member 
States are not in a position to carry out costly tests, whereas others are.  

 

2.2.5. Conclusions: MEP Marina YANNAKOUDAKIS 

In her closing remark Ms YANNAKOUDAKIS thanked all of the speakers for the interesting 
discussion. Ms Yannakoudakis also noted that the ethics of donation will continue to be a 
challenge in the future and stressed the importance of finding ways to encourage people to 
donate. 
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ANNEX I: PROGRAMME 
 
 

Policy Department A: Economy & Science 
for the  

Committee on the Environment, Public Health and Food Safety (ENVI)  
 

Workshop  
'Voluntary and Unpaid Donation of tissues and cells' 

 
Tuesday, 20 December 2011 from 15.00 to 17.00  

European Parliament 
Room Paul-Henry Spaak 3C050, Brussels 

 

 AGENDA 
 
15.00 - 15.05  Welcome and opening by Chair Marina Yannakoudakis MEP. 

 

Part 1: On the context of the Initiative report on Voluntary and Unpaid 
Donation of Tissues and Cells 

 

15.05 - 15.20  European Commission  
Stefaan Van der Spiegel, Directorate D- Health Systems and Products, Unit D4 - 
Substances of Human Origin and Tobacco Control (DG SANCO) 
 

15.20 -15.30 Voluntary and unpaid donation of tissue and cells in Europe and 
worldwide: status quo and plans for harmonisations including networking 
 
Dietger Niederwieser, President of Worldwide Network for Blood & Marrow 
Transplantation (WBMT); Former president of the European Group for Blood and Marrow 
Transplantation (EBMT); Professor of Medicine, University of Leipzig (DE)  
 

15.30 - 15.40  Ethical issues associated with donation   

Katharine Wright 
, Assistant Director of the Nuffield Council on Bioethics; Professor of Medical Law in the 
Department of Law in the Faculty of Business and Law, University of Leicester; Member of 
the Leicestershire Clinical Ethics Committee (UK) 
 

15.40 - 15.50 Legal aspects in Europe 
David Price, Professor of Medical Law in the Department of Law in the Faculty of Business 
and Law, Leicester; Fellow of the Higher Education Academy (FHEA); Expert Member of 
Ethical, Legal and Psychosocial Aspects of Transplantation (ELPAT) Working Group; Member 
of the Leicestershire Clinical Ethics Committee (UK)  
 

15.50 - 16.05 Question time 
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Part 2: On Transforming lives 

 

16.05 - 16.15 The donor family dimension. Deceased donation process. 
Challenges to defining death 

Rui Maio MD, PhD, Former President of the European Transplant Coordinators Organization 
(ETCO). Professor of Surgery, University of Lisboa; Senior Transplant Surgeon, Hospital de 
Santa Maria, Lisbon (PT)  

  

16.15 - 16.25 Living donation. Facing the organ shortage 

Rafael Matesanz MD, PhD, Clinical Director of the National Organisation for Transplants 
(ONT); WHO councillor (ES). Asturias Prince Award (ES) 

 

16.25 - 16.35 New Opportunities to increase organ, tissue and cell donation. 

Alessandro Nanni Costa, General Director of the Italian National Transplant Centre 
(CNT); Member of the Committee of Experts on the Organisational Aspects of Co-operation 
in Organ Transplantation of the Council of Europe (IT). 

 

16.35 - 16.55 Question time 

16.55 - 17.00 Conclusions by Chair Marina Yannakoudakis MEP. 

17.00  Closing 
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ANNEX II: SHORT BIOGRAPHIES OF EXPERTS 
 
1.1. Dr Stefan VAN DER SPIEGEL 

Dr Stefan Van der Spiegel is a medical doctor with MBA. He worked five years as a business 
development consultant in McKinsey and Co. In 2004, he joined the European Commission 
(DG Enterprise and Industry), where he was dealing with the pricing and reimbursement of 
pharmaceuticals, as well as with issues relating to the Pharmaceutical Forum and 
Transparency Directive. Currently he is working in the DG SANCO, as a team leader for 
Substances of Human Origin (tissue and cells, blood and organs). 
 

1.2. Dr Dietger NIEDERWIESER 

Dr Dietger Niederwieser was trained in Internal Medicine and Haematology at Innsbruck in 
Austria, and received specialized training on clinical SCT and pathophysiology of GVHD in 
Basel, Switzerland and Seattle, Washington, USA. 
 
Dr Niederwieser is the Head of Hematology/Oncology Division at the University of Leipzig. 
He also serves as the President of the Worldwide Network for Blood & Marrow 
Transplantation (WBMT). Until 2012, he is also a member of the Committee for Advanced 
Therapies (CAT) of the European Medicines Agency (EMA).  
 
He was president of ‘Austrotransplant’, the Austrian National Society of Transplantation, 
and was involved in setting up the ‘Austrian Bone Marrow Donor’ registry. He was also a 
member of the following European and American associations: Member of the European 
Haematology Association (1993); Member of the American Society of Hematology (1999); 
Member of the American Society of Clinical Oncology (2000). He has received numerous 
awards for his research, and is a member of many scientific societies. 
 
Dr Niederwieser is a regular referee for the journals ‘Blood’, ‘The Hematological Journal’ 
and ‘Bone Marrow Transplantation’. He is the author/co-author of over 300 publications in 
peer-reviewed journals focusing on topics such as the immunology of stem cell 
transplantation (SCT), minor histocompatibility antigens, graft-versus-tumor reactions, 
reduced-intensity conditioning SCT, standardization of procedures and donor-transmitted 
diseases. 
 

1.3. Ms Katherine WRIGHT 

Ms Katharine Wright is Assistant Director of the Nuffield Council on Bioethics. She was 
responsible for the Council’s 2011 publication Human bodies: donation for medicine and 
research which analyses the ethical aspects of the donation of bodily material.  
 
Before joining the Council in May 2007, she worked on health law and ethics in the English 
National Health Service (where she monitored the impact of human rights law on medical 
practice and health policy), the English Department of Health (where she was responsible 
for work on patient consent) and the House of Commons (briefing Members of Parliament 
of all parties on health policy issues). 
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1.4. Professor David PRICE 

Professor David Price has been a Professor of Medical Law in the School of Law at De 
Montfort University since 1998. He is currently the leader of the University’s Healthcare 
Unit.   
 
Professor Price is a member of many professional bioethics associations, such as the 
Nuffield Council on Bioethics (Working Group on Human Body), the British Transplantation 
Society (NHS Blood and Transplant Working Party on Consent), the European Expert Group 
Relating the Ethical, Legal and Psychosocial Aspects of Organ Transplantation and the 
Editorial Board of the Medical Law Review. Between 1996 and 1998, he was member of the 
World Health Organization’s (WHO) Task Force on Organ Transplantation. Professor Price 
also contributed to an EU project investigating the ethical and legal aspects of living organ 
donors (1994-1997).  
 
Professor Price is the author of many publications including the following:  ‘Human Tissue 
for Transplantation and Research: A Model Legal and Ethical Framework’ Cambridge 
University Press, 2009; ‘The Human Tissue Act 2004’ Modern Law Review 798-821, 2005 
and ‘Legal and Ethical Aspects of Organ Transplantation, Cambridge University Press’, 
November 2000.  
 

1.5. Dr Rui MAIO 

Dr Rui Maio is a Professor of Surgery at the Universidade de Lisboa, Lisbon, Portugal and is 
currently Clinical Director of the Beatriz Ângelo Hospital in Lisbon and an Assessor of the 
Portuguese authority for donation and transplantation. 
 
Dr Maio graduated in medicine in 1989 from the Faculdade de Medicina da Universidade de 
Lisboa before becoming a Specialist in General Surgery in 1998 and a Senior Specialist in 
General Surgery in 2000. He has maintained a strong interest in transplantation, extending 
to both the research laboratory and clinical arena. He became a Transplant Coordinator in 
1998, a Transplant Surgeon in 2000 and gained Certification as a European Transplant 
Coordinator in 2001. In 2008 he gained a PhD from the Universidade de Lisboa with the 
thesis ‘Ischemia/reperfusion injury in DCD renal transplantation’.  
 
Professor Maio is a fellow of the European Board of Surgery and currently acts as a Senior 
Transplant Surgeon and Transplant Coordinator at the Gabinete de Colheita e 
Transplantação, Hospital de Santa Maria, Lisbon. 
 
He was President of the European Transplant Coordinators Organization (ETCO) between 
2009 and 2011. 
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1.6. Dr Rafael MATESANZ 

Dr Rafael Matesanz is the Founder and Director of the Spanish National Transplant 
Organisation (ONT), which was founded in 1989. Dr Matesanz and his organisation have 
developed the so-called ‘Spanish Model’ of transplantation, by which Spain has become one 
of the world’s leading countries in organ transplants. 
 
He currently serves as the President of the Network/Latin American Council on Donation 
and Transplantation. Since its foundation in 1990 he has been the President of the National 
Transplant Committee. 
 
In the past, he was the president of the Transplant Expert Committee of the Council of 
Europe for seven years, from 1995 to 2003, and then from 2003 until 2005. For four years 
(1996-2000) he was the President of the Spanish National Institute of Health (INSALUD), 
responsible for the primary and inpatient care of 10 Spanish regions. Between the period of 
2001 and 2006, Dr Matesanz served as the President of the Spanish National Commission 
of Nephrology. Dr Matesanz was also the Chairman of the Public Health Working Group 
during the Spanish Presidency responsible for the development of the Quality and Safety of 
Organs intended for Transplantation. 
 
Dr Matesanz is the Chief Editor of the Spanish Journal of Transplantation and of the 
Transplant Newsletter of the Council of Europe. Dr Matesanz is the author of more than 500 
articles in international journals and more than 100 chapters of books and monographs 
about neurology, organ donation, transplantation and clinical management.  
 
He was awarded the King James I for Clinical Medicine (1999), the Grand Cross of the Civil 
Order of the Spanish Health (2007) and the Asturias Prize International Cooperation in 
2010. 
 

1.7. Dr Alessandro NANNI COSTA 

Dr Alessandro Nanni Costa is the General Director of the Italian National Transplant Centre. 
He graduated from the Medical Faculty of the Bologna University in 1979 and later got 
masters in Neuphrology and Immunology.  
 
Dr Nanni Costa has been working in transplantation field since 1980. From 1980 to 1996 he 
worked at the Sant’Orsola Hospital in Bologna. From 1997 to 1999 he was the Regional Co-
ordinator of donations for Emilia-Romagna region and the general manager of the Hospital 
Service at the Health Regional Department of the same region. 
 
He has been the coordinator/associated partner of several national and international 
research projects on donation and transplantation issues. Dr Nanni Costa is the Member of 
the Committee of Experts on the Organisational Aspects of Co-operation in Organ 
Transplantation of the Council of Europe as the representative of Italy. Moreover, he is the 
coordinator of the Mediterranean Transplant Network, which is an inter-governmental 
organisation among the different Mediterranean countries. Dr Nanni Costa is the Italian 
national expert for the EU Directives on the use of Tissues and cells of human origins and 
on standards of quality and safety of human organs intended for transplantation.  
 
Dr Nanni Costa, is the author of over 230 publications in national and international journals 
and of chapters in 15 monographs on organ and tissue donation and transplantation.  
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Workshop 
« Voluntary and Unpaid

Donation for Tissues & Cells »

Dr Stefaan Van der Spiegel, MD
European Commission
Substances of Human Origin
SANCO/D4

European Parliament
20 December 2011

Brussels

2

Substances of Human 
Origin (SoHO)
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EU mandate focuses
on safety and quality

Art 168 §4(a) of the TFEU: ”… measures setting high 
standards of quality and safety of organs and substances 
of human origin, blood and blood derivatives…”

EU legal framework
Directive 2002/98/EC on blood + 3 Commission 
Directives
Directive 2004/63/EC on tissues and cells + 2 
implementing Directives
Directive 2010/53/EU on organs

4

SoHOTest Process DistributeDonation
/Collection

Actors

National 
Competent
Authorities

European 
Commission

Selection/deferral, 
consent, …

HIV, Hepatitis B, 
Hepatitis C, ..

Quality requirements

Oversight: inspection, accreditation, vigilance, traceability, …

EU-level support: interconnecting national systems

1

2

3

Store Human
application

EU legal framework
3 levels of requirements

a b c
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Voluntary Unpaid Donation
in the EU legal framework

Ethical principle that can contribute to safety by making donor
selection interviews more objective

Blood & Plasma: Directive 2002/98/EC, Art 20.1. : « Member 
States shall take the necessary measures to encourage 
voluntary and unpaid blood donations with a view to ensuring 
that blood and blood components are in so far as possible 
provided from such donations.”

Tissues&Cells: Directive 2004/23/EC, Art 12.1. : « Member 
States shall endeavour to ensure voluntary and unpaid 
donations of tissues and cells. Donors may receive 
compensation, which is strictly limited to making good the 
expenses and inconveniences related to the donation. In that 
case, Member States define the conditions under which 
compensation may be granted.”

Organs: Directive 2010/53/EU, Art 13.1. : « Member States 
shall ensure that donations of organs from deceased and 
living donors are voluntary and unpaid.”

Initial proposal challenged in Council (¢ Safety
and Quality, even if in place in all MS)

Finally accepted given increased importance of 
donor selection interviews

6

EU Tissues Establishments 
Type and number

“Standard” tissues 
( Replacement)

28%
(1114)

Haemotopoetic Stem Cells
( Blood cancers)

37%
(1411)

Reproductive Medicine
( Fertility issues)

35%
(1388)
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Leading to diversity in 
donation and procurement

« Standard » tissues:
Deceased donation 
E.g., cadaveric procurement of cornea, bone, skin, ...

Haematopoetic Stem Cells:
Living Donations
E.g., Cord Blood: recovery of waste
E.g, Bone Marrow: Blood sample of many candidates + 
(possibly: after typing and extensive matching)
harvesting under general anestesia, 1-2d  of hospitalisation

IVF:
Living Donations
E.g., Ovocytes: daily hormone injections during 2 weeks + 
surgery with local anaestasia, in day-hospitalisation

« Expenses and 
Inconveniences »
differ largely, and 
can be significant

for the donor

8

Compensation
2nd EC report on  VUD for T&C

Most Member States allow a variety of compensations
No clear distinction from «financial gain» (Cfr CoE, Charter HR)
Impact of different economic situations between MS
New/innovative models: e.g., egg sharing UK

0

2

4

6

8

10

12

14

16

Compensation and incentives - tissues and cells 
(excluding reproductive cells) 

Reimbursement of costs for t ravel

Reimbursement of medical costs

Compensation linked to loss of earnings

Refreshments

Time off  work (public sector)

Time off  work (private sector)

Small tokens, e.g. pens or towels

Food vouchers

Free physical check-up

Other
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Shortages in T&C field, like in organs and in blood/plasma
Compensation aims to address these shortages
Cross border flows

0

2

4

6

8

10

12

14

Regular shortages of tissues and cells

Bone marrow

Other

Sperm

Oocytes

Regular Shortages
2nd EC report on  VUD for T&C

10

Summary

EU mandate is on safety and quality

Variations in type of tissue/cells …
… and consequently in donation processes …
… and consequently in inconveniences and expenses
… and consequently in compensation

Distinction between «compensation» and «financial gain»
is not easy to make and compensation will differ between
countries

Compensation often given, in order to manage shortages
and to ensure supply of valuable treatment options
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Thank you for your attention
More information: 

http://ec.europa.eu/health/blood_tissues_organs/policy/index_
en.htm

Email: ioana-raluca.siska@ec.europa.eu
stefaan.van-der-spiegel@ec.europa.eu
dominik.schnichels@ec.europa.eu
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Worldwide Network for Blood and Marrow Transplantation

Voluntary and unpaid donation of tissue 
and cells worldwide: status quo and 
plans for harmonisations including 

networking.

Dietger Niederwieser, M.D.

University Hospital Leipzig

Germany

Worldwide Network for Blood and Marrow Transplantation

History of Stem Cell Transplantation

Appelbaum et al. NEJM, 2007
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Worldwide Network for Blood and Marrow Transplantation

The HLA- System (MHC)

Worldwide Network for Blood and Marrow Transplantation

Bone Marrow Harvest
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Worldwide Network for Blood and Marrow Transplantation

Peripheral Blood Stem Cell - Apheresis

The European Group for Blood and Marrow Transplantation

Increase in HSCT activity

0

2000

4000

6000

8000

10000

90 91 92 93 94 95 96 97 98 99 00 01 02 03 04 05 06 07 08

H
S
C
T

LPS

PCD

AML 

CML 

ALL 

MDS/MPS

2008: final data

autologous and allogeneic HSCT for Hematological Malignancies
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The European Group for Blood and Marrow Transplantation

EBMT Activity survey on HSCT in 2009: 
Expected increase/decrease from 2008

Based on 76% of return

Allogeneic
HSCT

Autologous
HSCT Total

1st transplants

Leukemia

Lymphoma

Solid tumors

Non malignant

TOTAL

+18%

+15%

+24%

---

+26%

+15%

+6%

-31%

+11%

- 3%

- 25%

+4%

+11%

+8%

Indication

2009: preliminary data

The European Group for Blood and Marrow Transplantation

EBMT Activity Survey on HSCT 1990-2008 
donor origin

0%

20%

50%

80%

100%

90 91 92 93 94 95 96 97 98 99 00 01 02 03 04 05 06 07 08

Family

Unrelated
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Worldwide Network for Blood and Marrow Transplantation

Networking – WBMT Federation
NGO in working relation with the WHO

Global Activity Survey 2008

Total

The Americas

Asia/Western Pacific

Europe

East Med/Africa

Total

Allo

6769 (47%)

6130 (62%)

10070 (39%)

898 (61%)

23867 (47%)

Auto

7656

3705

15513

571

27445

14425

9835

25583

1469

51312

Region

Worldwide Network for Blood and Marrow Transplantation

Preliminary data
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Worldwide Network for Blood and Marrow Transplantation

146 808 HSCT’s 2006 – 2008
Transplant rates for total transplants 

median 124 (0 – 781) HSCT/10 mil Pop.

Hong Kong
Singapore0 or no report

< 30

31 – 100

101 – 300

> 300

TR per 10 mil Pop.: All HSCT 2006-2008

(average N. HSCT over 3 year period)

Worldwide Network for Blood and Marrow Transplantation

34 550 HSCT’s 2006 – 2008
Transplant rates allogeneic HSCT: acute leukemias

TR per 10 mil Pop.: Acute Leukemias: 

Allo HSCT 2006-2008

(average N. HSCT over 3 year period)

0 or no report

< 25

25.1 – 50

50.1 – 100

> 100

Hong Kong
Singapore
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Worldwide Network for Blood and Marrow Transplantation

Donor type: 2006 ‐ 2008

South East Asia/Western Pacific

East Mediterranean/Africa

The Americas

Europe

24%

22%

54%

31%

29%

40%

62%

1%

37%

20%

19%

61%

Autologous
Family
Unrelated

p<0.01

Worldwide Network for Blood and Marrow Transplantation

Circulation of Hematopoietic Stem Cells among the six regions

WBMT/WMDA 2009
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Worldwide Network for Blood and Marrow Transplantation

HSCT’s 2006 – 2008
Transplant rates and GNI/cap: All transplants

Transplant rates are associated with GNI/cap

Worldwide Network for Blood and Marrow Transplantation

Family
62.1%Unrelated

10.7%

Auto
26.1%

CB Family
0.4%

CB Unrelated
0.7%

Family
23.8%

Unrelated
18.2%

Auto
53.5%

CB Unrelated
4.4%CB Family

0.2%

Countries < 4000 GNI/cap All Countries 

Effect of GNI/cap ($) on transplant type

Low income countries chose mostly family donors: more cost efficient – investment provides longer life than autologous TX. 
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The European Group for Blood and Marrow Transplantation

VUD, 4634, 43%

HLA id sib, 4877, 
46%

Twin; 44; 0.4%
Haplo, 521, 5%

PUB CB, 658, 6%
Targeted CB; 48; 

0.4%

2008: final data

Proportion of donor type in 10‘782
Allogeneic HSCT in Europe 2008

DISTRIBUTION OF ACTIVE CB BANKS
CBU=573,316 Banks=134

18

4242

57572626

99

Data source: WMDA survey

BMDW NMDP NETCORD ASIACORD LOCAL

CB Units 386,427 128,22 94,476 107,313 84,681

CB Banks 105 29 24 7 34

20 CBBs report to multiple Registries
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The European Group for Blood and Marrow Transplantation

JACIE & Quality Management

• Meeting 250 participants
• 4th Edition of Standards and 

Accreditation manual
(Feb 1, 2009)

Worldwide Network for Blood and Marrow Transplantation

0.25 2.0

AML

ALL

CML

AA

MDS

MM

NHL

Combined

0.33 0.50 0.67

Hazard Ratio

1.00 = 1980-1985 

1986-1990

1991-1995

1996-2000

2001-2005

1.0

Gratwohl et al, Cancer, 2009

Improving SCT over time in allo SCT
1980-1985 to 2001-2005
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The European Group for Blood and Marrow Transplantation

2008 Survey on Cellular Therapies: Indications 

Tissue Engineering, 2010

Allo Auto Total

Cardiovascular 0% 100% 302       (31%)

Musculoskeletal 3% 97% 179       (18%)

Neurological 61% 39% 96       (10%)

Epithelial 92% 8% 39        (4%)

Auto-immune 23% 77% 127       (13%)

Unspecified 87% 13% 240       (24%)

EBMT – TERMIS – EULAR – ICRS-EU – ISCT-EU

Worldwide Network for Blood and Marrow Transplantation

Conclusions

• Stem cell transplantation is the only curative treatment 
for many hematological and non‐hematological 
diseases

• Donors are unique to the patient (directed donations) 
not like blood transfusions or solid organs or certain 
cellular therapies

• Stem cell transplantation requires a global effort

• Harmonization of Accreditation, rules and government 

• Cooperation with national authorities essential
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Worldwide Network for Blood and Marrow Transplantation

Special thanks go to :
Mahmoud Aljurf, Luis Fernando Bouzas, Mary Horowitz, Yoshihisa 

Kodera, Jeff Lipton, Helen Baldomero, Alois Gratwohl, Marcelo 
C. Pasquini, Jeff Szer and Ayami Yoshimi

Worldwide Network for Blood and Marrow Transplantation

Low middle high income

HSCT’s 2006 – 2008
Unrelated donor transplant rates, GNI/cap, donor registry

and registry size
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Worldwide Network for Blood and Marrow Transplantation

HSCT’s 2006 – 2008
Increase in TR from 2006 ‐ 2008

Worldwide Network for Blood and Marrow Transplantation

HSCT’s 2006 – 2008
Transplant rates and GNI/cap:

Acute leukemia vs NMD; allogeneic HSCT
The association is almost absent for NMD compared to acute leukemia

NMD Allo: Acute Leuk Allo:

y = 26.454Ln(x) ‐ 204.02

R
2
 = 0.501

y = 2.2737Ln(x) ‐ 16.54

R
2
 = 0.1664
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NEW OPPORTUNITIES TO INCREASE 
ORGAN, TISSUE AND CELL 
DONATION

Alessandro Nanni Costa, MD
Italian National Transplant Centre

STEPS TO INCREASE DONATION

93 PE 475.080

Workshop on 'Voluntary and Unpaid Donation of Tissues and cells' 
_________________________________________________________________________________________



CRITICAL PATHWAYS FOR ORGAN DONATION FROM VENTILATED PATIENTS

POSSIBLE DECEASED ORGAN DONOR**
Mechanically ventilated patient with a devastating brain injury or lesion, apparently medically suitable for organ donation

REASONS WHY A POTENTIAL DONOR 
DOES NOT BECOME A UTILIZED DONOR

SYSTEM

• Failure to identify/refer a potential  or eligible donor

• Brain death diagnosis could not be confirmed  

(e.g does not fulfill criteria) or completed 

(e.g., lack of technical resources or clinician to make 
diagnosis or perform confirmatory tests)

• Circulatory death not declared within the appropriate time 
frame.

• Logistical problems (e.g. no recovery team)

• Lack of appropriate recipient (e.g. child, blood type, serology 
positive)

DONOR/ORGAN

• Medical unsuitability (e.g. serology positive, neoplasia)

• Haemodynamic instability / unanticipated cardiac arrest

• Anatomical, histological and/or functional abnormalities of 
organs

• Organs damaged during recovery

• Inadequate perfusion of organs or thrombosis

PERMISSION

• Expression intent of deceased not to be donor

• Relative’s refusal of permission for organ donation

• Refusal by coroner or other judicial officer to allow donation 
for forensic reasons

DONATION AFTER CIRCULATORY DEATH
(DCD) DONATION AFTER BRAINDEATH 

(DBD)
TREATING PHYSICIAN TO IDENTIFY/REFER A POTENTIAL DONOR 

POTENTIAL DBD DONOR 
A person whose clinical condition is suspected 
to fulfill brain death criteria.

ELIGIBLE DBD DONOR

A medically suitable person who has been 
declared dead based on neurologic criteria as 
stipulated by the law of the relevant 
jurisdiction.

ACTUAL DBD DONOR

A consented eligible donor:
A.In whom an operative incision was made  with 
the intent of organ recovery for the purpose of 
transplantation.

and/or 
B.From whom at least one organ was    
recovered for the purpose of transplantation.

UTILIZED DBD DONOR

An actual donor from whom at least one organ 
was transplanted.

ELIGIBLE DCD DONOR
A medically suitable person who has been declared 
dead based on the irreversible absence of 
circulatory and respiratory functions as stipulated 
by the law of the relevant jurisdiction, within a 
time frame that enables organ recovery.

UTILIZED DCD DONOR

An actual donor from whom at least one organ 
was transplanted.

POTENTIAL DCD DONOR
A person in whom the cessation of circulatory and 
respiratory functions is anticipated to occur 
within a time frame that will enable organ 
recovery.

ACTUAL DBD DONOR

A consented eligible donor:
A.In whom an operative incision was made  with 
the intent of organ recovery for the purpose of 
transplantation.

and/or 
B.From whom at least one organ was    recovered 
for the purpose of transplantation.

*NOTE: The “dead donor rule” must be respected. That is, patients may only become donors after death, and the recovery of organs must not cause a donor’s death.
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30 TPM - Transplant Procurement Management Course

5  TNC - Transplant Nurse Coordinator Course 

3 “From First AID to Potential Donor” – Procurement Nurse Course

3 “How to tell” – Communication Tools for Coordinators

7 Course on “Brain Death Diagnosys”

3 Course on “Management of Organs Procurement” for Regional 
Coordinators and Transplant Head Officers

4 Course for Tissue Bank Ispectors and Cord Blood Bank Ispectors

NATIONAL TRAINING PROGRAMS

INTERNATIONAL TRAINING PROGRAMS

4 International MASTER on Donation and Trasplantation of Organ, 
Tissue and Cells with TPM and University of Barcellona 

2 International Master Course “The Donor Surgery”

3 ETPOD – European Training Program on Organ Donation – in 
cooperation with TPM and University of Barcellona

4 Trainign Course for European Transplant Network Forum

1 ESOT – EDC TRIPLE C Course for European Coordinators 
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THE IMPORTANCE OF TRANSPARENCY

‘Donation and transplantation activities should be 
organised in a transparent way with the provision of 
adequate information and data to enable the public to 
make informed choices.’

From: Access to Safe and Effective Cells and Tissues for Transplantation
WHO Aide Memoire for National Health Authorities

Transparency is key to achieving a high level of public 
support for donation. 

The example of Eurocet…..
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2007

DEATH WITH ACUTE CEREBRAL LESIONDEATH WITH ACUTE CEREBRAL LESION

BRAIN DEATHBRAIN DEATH

DONORSDONORS

NATIONAL REGISTRY OF DEATHS WITH ACUTE CEREBRAL 
LESIONS IN ITALIAN INTENSIVE CARE UNITS

2010

15 - 30

15 - 30

2007

2010
Detail

15 – 30 yr

DEATH WITH ACUTE CEREBRAL LESIONDEATH WITH ACUTE CEREBRAL LESION

BRAIN DEATHBRAIN DEATH

DONORSDONORS

NATIONAL REGISTRY OF DEATHS WITH ACUTE CEREBRAL 
LESIONS IN ITALIAN INTENSIVE CARE UNITS
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TREND DIFFERENT AGE OF DONORS
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Steen, Ann Thor Surg (2003);76:244

EX-VIVO LUNG PERFUSION 
(EVLP) 

LUNGS AVAILABLE FOR TRANSPLANTATION
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LUNGS AVAILABLE FOR TRANSPLANTATION

EVLPEVLPEVLP

Data collection 2000-2010

https://trapianti.sanita.it/statistiche/Qualita CT

FOLLOW-UP COLLECTION: DATA PROVIDERS

SITSITSIT
CIR - CRCTCT INTERNETINTERNET

TRANSPLANT FORM

Donor data

Recipient data

FOLLOW-UP FORM

Follow-up data
INTERNET

n
1

LIVER LIVER 

KIDNEYKIDNEY

HEARTHEART
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MANAGING DATA ON TRANSPLANTS

!

WEB FORM TO MANAGE FOLLOW-UPS 
FOR EACH  SINGLE TRANSPLANT 

(WITH ALERT FOR 
OUTDATE FOLLOW-UPS)

Numero 
trapianti
Adulti

2000-08 Paziente Organo

N° casi Confronto ITA°° (%)°°° 1 anno (%) 1 anno (%)
AN  -  A.O. TORRETTE - UMBERTO I 104 98,9% 82 76,7
BA  -  AZIENDA OSPEDALE POLICLINICO 169 99,2% 83 78,6
BG  -  OSPEDALI RIUNITI 348 99,8% 88,9 82,8
BO  -  S.ORSOLA-MALPIGHI 738 93,7% 74,9 72,3
CA  -  A. O. G.BROTZU 127 99,1% 96 96
GE  -  AZ.OSP.OSPEDALE S.MARTINO 378 88,1% 93,8 88,2
MI  -  ISTITUTO NAZ.LE TUMORI 234 100,0% 100 100
MI  -  MAGGIORE POLICLINICO 294 87,3% 93,5 85,3
MI  -  OSPEDALE CA GRANDA-NIGUARDA 482 66,6% 86,5 82,6
MO  -  POLICLINICO 364 100,0% 89,4 84,7
NA  -  AZIENDA O. A. CARDARELLI 381 82,3% 78,8 77
PA  -  ISMETT 352 100,0% 94,8 93,2
PD  -  AZIENDA OSPEDALIERA 592 73,5% 81,9 75,3
PI  -  AZIENDA OSPEDALIERA PISANA 787 96,9% 91,1 89,4
RM  -  AZIENDA POLICLINICO UMBERTO I 250 99,5% 85,4 78,3
RM - AZ.OSP. SAN CAMILLO-FORLANINI 182 95,2% 88,9 88,9
RM - OSPEDALE PEDIATRICO BAMBINO GESU' - 100,0% NA NA 
RM  -  OSPEDALE S. EUGENIO 230 91,0% 47,6 45,5
RM  -  POLICLINICO A. GEMELLI E C.I.C. 188 100,0% 88 88
TO  -  A. O. S.G.BATTISTA 1166 99,6% 91,4 85,5
UD  -  POLICLINICO UNIVERSITARIO 281 98,5% 79,3 76,7
VR  -  AZIENDA OSPEDALIERA 104 96,7% 90,9 90,9
ITALIA 7751 92,8% 86,8 83,1

Deviazione standard ITALIA ± 0,4 ± 0,6 ± 0,4 ± 0,6 ± 1,2 ± 1,2

Centro Trapianti 1 anno (%) 5 anni (%) 1 anno (%) 5 anni (%)

follow - up Sopravvivenza Adulti Sopravvivenza Adulti
2000-08 Paziente

82,4

NA 

68,8

Organo

63,3
70,8

50,9
67,3

(%) Casistica Adulti Casistica Adulti
Inserimento 2000-08 2000-08

71,9
66,4

71,6
63,6
61,1
72,4
71,2
73,6

86,0
77,2
90,4

NA 

81,1

66,2
77,0
58,4
80,4
68,4

82,6
84,1
76,0
87,3

63,9
75,5

74,0
83,2

NA 

73,8
93,6
81,6
81,5
78,0
75,0
83,5

77,3
67,0
71,9

53,0
72,3
79,0

75,4
77,5
68,9
64,9
77,7
75,7

84,4
78,1

87,6
80,1
88,1

65,0
NA 

75,768,2

80,5
95,6
87,8
87,8

71,4
82,9
64,4
83,6

Casistica Adulti

Sopravvivenza Adulti
2008

80,7
85,1

89,0

83,0 ND 79,8 ND 

92,6
79,1
89,8

64,3
71,674,4

86,3

78,2
83,8

79,8
91,7
84,2
91,3

73,785,7

YEARLY REPORT ON TRANSPLANT ACTIVITY AND 
OUTCOME (4)

1 AND 5 YEARS ADULT ADJUSTED SURVIVAL RATE
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Trapianti
Adulti

2000-08

N° casi Confronto ITA°° (%)°°°
AN  -  A.O. TORRETTE - UMBERTO I 104 98,9%
BA  -  AZIENDA OSPEDALE POLICLINICO 169 99,2%
BG  -  OSPEDALI RIUNITI 348 99,8%
BO  -  S.ORSOLA-MALPIGHI 738 93,7%
CA  -  A. O. G.BROTZU 127 99,1%
GE  -  AZ.OSP.OSPEDALE S.MARTINO 378 88,1%
MI  -  ISTITUTO NAZ.LE TUMORI 234 100,0%
MI  -  MAGGIORE POLICLINICO 294 87,3%
MI  -  OSPEDALE CA GRANDA-NIGUARDA 482 66,6%
MO  -  POLICLINICO 364 100,0%
NA  -  AZIENDA O. A. CARDARELLI 381 82,3%
PA  -  ISMETT 352 100,0%
PD  -  AZIENDA OSPEDALIERA 592 73,5%
PI  -  AZIENDA OSPEDALIERA PISANA 787 96,9%
RM   -  AZIENDA POLICLINICO UMBERTO I 250 99,5%
RM - AZ.OSP. SAN CAMILLO-FORLANINI 182 95,2%
RM - OSPEDALE PEDIATRICO BAMBINO GESU' - 100,0%
RM   -  OSPEDALE S. EUGENIO 230 91,0%
RM   -  POLICLINICO A. GEMELLI E C.I.C. 188 100,0%
TO  -  A. O. S.G.BATTISTA 1166 99,6%
UD  -  POLICLINICO UNIVERSITARIO 281 98,5%
VR  -  AZIENDA OSPEDALIERA 104 96,7%
ITALIA 7751 92,8%

- -
68,1

84,7 80,1

87,1 83,2

78,5

82,5 80,3
80,4 77,5

89,0

87,6

82,3
83,1

83,5
79,8

 Descrizione Attività

Centro Trapianti

86,3 83,6
87,7 83,1

Inserimento

1 anno (%) 1 anno (%)

follow - up

87,9
90,0

74,3
83,7

81,7
75,9

84,8

79,3
86,3

85,7

2000-08 Organo

83,9

87,0

Risultati
Casistica Media Nazionale 2000-08

Sopravvivenza Adulti
Paziente

72,8

88,0

75,2 73,3
87,6

69,8

89,6 86,9

79,6

89,7 85,0
85,3

1 YEAR ADULT ADJUSTED SURVIVAL 
RATE

YEARLY REPORT ON TRANSPLANT ACTIVITY AND 
OUTCOME (5)

PROMOTION OF TISSUE DONATION 
AFTER DEATH

• Organ donation is better known and better understood
• The promotion of ‘donation after death’ can help to 

raise tissue donation
• However, organ donors will never provide enough tissue 

donations, the promotion of tissue donation among the 
public and the professionals needs investment at a 
European level.
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THE IMPORTANCE OF AVOIDING 
COMMERCIALISATION OF TISSUES

• Many for-profit companies (mostly originating from the 
US) market their products in Europe

• In Italy, we insist that these companies distribute their 
tissues via authorised public tissue banks.  

• This approach aims to prevent the development of a 
competetive market where profit, rather than clinical 
need, influences allocation and access to tissues.

• The gift of donation is given more value by supplying to 
patients without profit.

•Totale trapianti 14.968
•differenza 2009 (14.652)/2010 + 316 tx (+ 3%) 

ITALIAN TISSUE TRANSPLANTS
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HSC from Cord BloodHSC from  Peripheral BloodHSC from Bone Marrow

10.49310.493

12.22712.227

13.30513.305

HEMOPOIETIC STEM CELL (HSC) TRANSPLANTS 
FROM UNRELATED DONORS

15.39915.399

16.85816.858

3.574

9.248

4.036

INCREASE OF CELL DONATION:

•Information campaigns to spread the culture of donation;
•Standardisation of procedures for donor selection;
•Achievement of high levels of quality and safety for donors and the cell 
product;
•Programs to recruit donors from ethnic minorities;
•Promotion of altruistic allogeneic donation of cord blood and a clear stance by 
Member States regarding autologous private banking;
•Rationalisation of the systems for recruitment of donors to ensure maximum 
efficiency
•Rationalisation of facilities with the optimal high technology and automation 
to allow economies of scale in processing and storage.

NEW OPPORTUNITIES TO INCREASE 
HEMOPOIETIC CELL DONATION
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494

1,292

+ 64%

INCREASE OF USABLE DONATIONS

•Improvement of the HLA typing;
•improvement strategy for the selection of 
donors and cord blood units;
•achievement of international 
accreditation (Jacie - FACT);
•improving links between the various 
Registers
•Adoption of legislation to regulate and 
coordinate international research 
•Adoption of procedures for import / 
export, in order to improve international 
exchange;
•Development of new strategies for 
therapeutic use.

UCBT

ENGRAFTMENT
Double cord

Ex vivo expansion
Intrabone

CHOICE OF DONOR

Non-Inherited Maternal 
Antigen

Killer Cell Immunoglobulin-
Like Receptors

HLA-C

IMMUNE 
RECONSTITUTION

Natural Killer
Cytotoxic T cell

Regulatory T cells

GVH PREVENTION
Regulatory T cells

Mesenchymal Stem Cell

PREVENTION OF 
RELAPSE

Natural Killer

NEW DEVELOPMENTS
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ITALIAN NATIONAL TRANSPLANT CENTRES 
FOR ASSISTED REPRODUCTION 
TECHNOLOGY (ART)

In compliance with the Italian transposition of the EU 
mother Directive for Tissues and Cells (D.Lgs. 6 
novembre 2007, n.191) CNT coordinates an inspection 
programme at tissue and cell establishments. The 
transposition of the technical Directives (D.Lgs. 
16/2010) specifies that CNT; in collaboration with 
Italian Regional Health Authorities and the Ministy of 
Health adresses the regulation of ART centres

Thank you!Thank you!
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