Follow up to the European Parliament resolution on voluntary and unpaid donation of tissues and cells, adopted by the Commission on 20 November 2012
1.
Rapporteur: Marina YANNAKOUDAKIS (ECR/UK)

2.
EP reference number: A7-0223/2012 / P7_TA-PROV(2012)0320
3.
Date of adoption of the resolution: 11 September 2012

4.
Subject: Voluntary and unpaid donation of tissues and cells
5.
Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)

6.
Brief analysis/assessment of the resolution and requests made in it:
The resolution analyses current EU trends in the field of voluntary and unpaid donation of tissues and cells and makes recommendations to improve the quality of life of people across Europe and to increase the flow of donations between Member States. Particular attention is drawn to develop reserves of haematopoetic stem cells in Member States, from bone marrow and cord blood, and on harnessing therapies to treat diseases like leukaemia and other blood cancers.

The resolution calls upon the Commission and the Member States to join their efforts for increasing tissue and cell supply by exchanging best practices, and especially for improving cross-border cooperation in this area while ensuring that safety and quality standards are fully respected across EU.

7.
Response to requests and overview of action taken, or intended to be taken, by the Commission:

[Parliament]:

· "Asks the Commission to carefully monitor developments in the Member States, to examine carefully any reports from civil society or in the media about violation of the principle of unpaid donation, and to take appropriate action, including, if necessary, infringement proceedings"; (paragraph 5)

The Commission reports regularly on the respect of the principle of voluntary and unpaid donation
. These reports are based on detailed questionnaires and a thorough analysis of the information received. The Commission also carefully monitors the reports from National Competent Authorities, as well as those from media and civil society.

· "Calls on the Commission to report on current national practices and criteria for compensation of living donors, especially as regards egg cell donation"; (paragraph 7)

The Commission is currently preparing the third survey concerning the promotion by Member States of voluntary unpaid donation of tissues and cells. The survey should be launched in 2013 and its outcome should be published in the first half of 2014. Due to concerns already expressed by some National Competent Authorities for Tissues and Cells, similar to those highlighted in the Resolution, this survey will address in more detail the issue of compensation of gamete donors and will compare Member States approaches to improve donation and availability of tissues, including gametes.

· "Considers that, in order to pursue the ethical imperative of ensuring adequate supply, the Commission and the Member States should consider the possibility of setting up a Europe-wide database of donors and potential recipients in order to manage supply in the general interest and avoid shortages where possible"; (paragraph 18)

The provision and management of access to health services, including the organisation of donor registries/recipients registries is in the competence of Member States. For certain types of cells world-wide registries are already common practice (e.g. bone marrow).  The Commission is currently considering further action to support Member States in this area.

· "Points out that currently, clinical trials using umbilical cord blood stem cells for treatments linked to non-haematological diseases are mostly taking place outside the EU; calls therefore on the Commission and Member States to take appropriate measures to establish a regulatory framework which could stimulate increased availability of umbilical cord blood stem cells"; (paragraph 23)

The provision and management of access to health services, including the organisation of cord blood banking, is in the competence of Member States. The role of the Union is limited to adopting measures setting high standards of quality and safety, including – where applicable – to cord blood banks.

Regarding the conduct of clinical trials, the Commission has proposed, in July 2012, a revision of the current regulatory framework for conducting clinical trials in the EU. The overall objective of the proposal is to facilitate the conduct of clinical trials in the EU, while maintaining the high level of protection of subject rights and safety in the EU. However, the proposal acknowledges the right of Member States to prohibit or restrict on their territory the use of any specific type of human cells in clinical trials.

· "Calls on the Commission to propose, as soon as possible, a revision of Directive 2004/23/EC in order to bring it into line with the principles governing organ donation laid down in Directive 2010/45/EU, and to take into account the new legal situation after the entry into force of the Lisbon Treaty, scientific developments, the practical experience of those involved in the sector and the recommendations of this report"; (paragraph 42)

The Commission is currently finalising the transposition check of the Tissues and Cells legislation


 and preparing two surveys: on the implementation of the Directives in the Member States (to be launched by the end of this year) and on the promotion by Member States of voluntary unpaid donation of tissues and cells (to be launched in 2013). On the basis of the results of these surveys also taking into account the output of relevant EU-funded projects and the feedback from stakeholders, the Commission will consider the need and approach for a possible revision of the Directive 2004/23/EC.

· "Also calls on the Commission to propose a revision of Regulation (EC) No 1394/2007 in order to include a provision that guarantees the application of the principle of unpaid donation similar to that referred to in Directive 2010/45/EU and to take into account the problems that have occurred in respect of the implementation of the regulation, especially for SMEs"; (paragraph 43)

Article 3 of the Regulation (EC) No 1394/2007 rules that "where an advanced therapy medicinal product contains human cells or tissues, the donation, procurement and testing of those cells and tissues shall be made in accordance with Directive 2004/23/EC". This provision refers to all aspects of donation, including the application of the principle of voluntary and unpaid donation. Therefore, in case of a revision of the Directive 2004/23/EC, the Regulation (EC) No 1394/2007 should be amended accordingly.
-----------
� http://ec.europa.eu/health/blood_tissues_organs/docs/tissues_voluntary_report_en.pdf


� Directive 2004/23/EC of the European Parliament and of the Council on setting standards of quality and safety for the donation, procurement, testing, processing, preservation, storage and distribution of human tissues and cells. Available at:�http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:102:0048:0058:EN:PDF


� Directive 2006/17/EC as regards certain technical requirements for the donation, procurement and testing of human tissues and cells. Available at: http://eurlex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2006:038:0040:0052:EN:PDF


� Directive 2006/86/EC as regards traceability requirements, notification of serious adverse reactions and events and certain technical requirements for the coding, processing, preservation, storage and distribution of human tissues and cells. Available at: �http://eur-lex.europa.eu/LexUriServ/site/en/oj/2006/l_294/l_29420061025en00320050.pdf
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