EUROCET: The European information network on tissues and cells.

Dissemination Workshop

European Parliament, Brussels

14th May 2008

The EUROCET project held a dissemination workshop on 14th May at the European Parliament in Brussels.  The workshop was organised in collaboration with the European Parliament and was endorsed by the European Commission DG SANCO C6 Unit (Health Law and International).  It was to disseminate information about EUROCET as a tool to build a network between Competent Authorities for Tissues and Cells in Europe.  EUROCET collects activity reports and registries of tissue establishments from the 27 EU Member States.  The workshop included European Scientific Societies in the field of tissue and cell banking as key stakeholders.  

Approximately 50 individuals attended the meeting, which received welcome addresses from Prof Vittorio Prodi and Dr Alessandro Nanni Costa.  Dr Tapani Piha from DG SANCO Unit C6 presented the EUROCET role in the European context and Dr Nanni Costa discussed past and present EUROCET functions.  Three examples of Competent Authorities involved in the EUROCET collaboration described their experience.  These were given by representatives from France, Poland and Lithuania.  Prof Diegter Niederwieser presented the EBMT experience with EUROCET and Dr Trish Davies, the Deputy Chief Exec and Director of Regulation of the Human Fertilisation and Embryology Authority, UK, described her organisation’s experience in collecting outcome data and maintaining a list of licensed Assisted Reproduction Centres.  The afternoon finished with a round table discussion moderated by Prof Prodi, Dr Piha and Dr Nanni Costa.  The President of the EATB represented the Association from the audience and congratulated the organisers of EUROCET for the development of an important collaborative tool and suggested that the future development of the organisation might usefully include outcome data in the field of tissue implantation to demonstrate the clinical utility and safety of the tissues provided.

Summaries of the individual talks are given below:

EUROCET role in the European context

Dr Tapani Piha, Head of Unit C6 – DG SANCO
EUROCET involves, not only existing and new Member States recently involved in the EU but also applicant countries.  EUROCET was financed by the Information Directorate and built on existing work which will continue after the end of the initial project.  Dr Piha described the existing tissue and cell regulatory framework and explained that the development for the organ’s regulatory framework is also underway.  He suggested that more might be needed in the frameworks for import and export of human material.  He described a mechanism for bringing Competent Authorities together and to help new Member States incorporate the Mother and 2 Technical Daughter Directives for Tissues and Cells under their own transposition of this framework into their National Regulations.  There is an Annual Competent Authority Meeting, which is preceded by a survey to each Competent Authority to identify needs and to look at whether the framework needs to be reviewed and amended.  The next meeting is in May 2008.  There is also a Regulatory Committee, which meets with a different Terms of Reference, discussing changes that might be needed in the Technical Directives.  In addition, data has been collected on implementation of the Directives from 21 Member States and this includes information that there are 2,360 tissue establishments, plus additional ones in the Assisted Reproduction Sector.  

EUROCET aims to establish a register on tissue establishments and their reporting obligations.  All the reports are publicly accessible from EUROCET.
EUROCET functions:  past and present

Dr Alessandro Nanni Costa, Director of the Italian National Transplant Centre
From 2002 – 2004 Euro donor, which was EU financed, enlarged and from 2005 – 2007 EUROCET expanded to include new Member States and in 2008 has launched a new website.  This provides a portal for information and data on transplantation and includes bone marrow donor registries, organs, tissues and cells and cord blood banks and information for Competent Authorities.  The aim is to collect and publish donation and transplant activities.  The portal is multi-lingual and is available for all citizens to access.  It provides information on tissue establishment registries, an archive of Competent Authorities and also a glossary.  There is also a members’ area, accessible by a password.  Data on living and deceased donors, tissue and organs is all collected.  An agreement with EBMT has been developed to provide information on un-related, related and autologous transplants of bone marrow or the equivalent.  Interestingly, there is more complete data in EBMT than there is available to Competent Authorities, and EUROCET considers that there is a moral obligation to publish the EBMT data.  
Experience of Competent Authorities in EUROCET collaboration

France – Dr Esmeralda Lucciolli

Poland – Dr Izabela Tyszkiewick

Lithuania - 
Individual reports were given by 3 countries above.

Experience of EUROCET cooperation with International Registries.

Prof Diegter Niederwieser, EBMT President
EBMT undertook to send a survey sheet to each member team for each year of their work.  This includes information on diseases, types of donor, whether it is the first or subsequent transplant.  Centres are inspected by EBMT and a check is made on the unique numbers used and that the data submitted is correct.  Interestingly, the data includes the use of Mysenchymal Stem Cells.  In 2006 there were 25,000 transplants, including within and outwith Europe.  There were 6,784 first allografts.  Overall there is 30 years of data from 1973 onwards.  This demonstrates an increase in autologous transplants and a plateau in the number of transplant teams.  It demonstrates differences in the frequency of transplantation.  Cord Blood transplants have increased by a factor of 6 between 2002 and 2006.  Matched, un-related donor transplants are rising faster than related transplants.  Other trends have been noted, with Chronic Myeloid Leukaemia (CML) having a reduced transplant rate since the introduction of Glivec, a molecular treatment for this disorder.  Trends demonstrate that transplant rates vary with the Gross National Income within the different countries of Europe, except in Norway which sends its transplant patients to Sweden.  Health Economic Trends within and between countries show that high, intermediate and low income is associated with corresponding rates in transplantation.  The fall in the rate of transplant for CML with the introduction of Glivec was greater in wealthier countries, which could afford this expensive medication.
Initially EBMT received paper reports and this has changed to electronic reporting by centres.  The survey is cross-checked for its data with the Med A reporting to EBMT with Med A reports showing discrepancies between data sent to EUROCET and data provided to EBMT.  

A new development is the reporting of cell transplantation for cardiac repair and for use of Mysenchymal Stem Cells, Dendritic Cells and Monocytes.  In addition, there is global data registered with the organisation WBMT, which includes data from EBMT, (Europe) plus CIBMTR (USA) plus Asia Pacific BMT and the World Marrow Donor Association (WMDA).  Differences have been examined in data collected in different ways and this raises some issues relating to definitions.  It is recognised that the administrative and the scientific data must match.  Challenges for the future include validation of different datasets in different databases and the need to have collaboration between Competent Authorities.  EBMT has offered to provide data for countries where there is no data provided to Competent Authorities in their field, or where there is no Competent Authority.

There is a need to have agreed definitions, including of a patient or their type of transplant, what product is used, the stem cell source and the donor type.  Clearly agreeing a nomenclature, as part of the need for a European Coding System, would help.
EUROCET evolution: reproductive cells

Dr Trish Davies, Deputy Chief Executive/Director of Regulation, HFEA
The HFEA is the competent Authority for the Assisted Reproduction Sector in England.  It includes Assisted Reproduction, Inter-Uterine Insemination, Gamete Intra-Fallopian Tube (GIFT) and non-medical treatments that have become available on the internet.  The HFEA was set up in 1991 as a result of the Human Fertilisation and Embryology Act of 1990 and this is under current review.  A register of activity gives the opportunity for individuals to detect whether their partners could be related consanguineously if conceived by IVF and donated gametes.  The authority also collects outcome data.
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