European Parliament resolution on organ donation and transplantation: Policy actions at EU level
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6.
Brief analysis/assessment of the resolution and requests made in it:
The Resolution is constructive and useful, and overall positive in tone. It welcomes the approach taken in the Commission's Communication, and clearly acknowledges the need for action at European level.

The Resolution fully shares the Commission's analysis of the situation of organ donation and transplantation in the EU, the Resolution confirms the priorities for action outlined in the Communication. It stressed the significant potential to share expertise between Member States which can increase organ availability and equalise access to transplantation.  It looks forward to the Commission action plan for strengthened cooperation between Member States and asks the Commission to establish an EU mechanism which would promote coordination activities between Member States in relation to organ donation and transplantation.

Finally, the Resolution recognises that it is “vitally important to improve the quality and safety of organ donation and transplantation” to reduce transplant risks. Hence, the European Parliament looks forward to the Commission’s proposal for a directive setting requirements to assure the quality and safety for organ donation across the EU. However, the forthcoming legislative framework should not create an additional administrative burden nor should it jeopardise the use of existing good practices or lead to a decrease in the number of potential and actual donors.
On several issues the Resolution challenges Member States and the Commission to take more concrete and immediate action. Among these issues are the following:

· Organ donation has to remain “strictly non-commercial”. The Resolution stresses that organ donation must stay “strictly non-commercial”. The Resolution also calls to prevent organ trafficking and "transplant tourism". The Commission and Member States are asked to take measures to prevent "transplant tourism", including drawing up guidelines to protect the poorest and most vulnerable donors from being victims of organ trafficking and adopting measures that increase the availability of legally procured organs. The Resolution asked the Commission and Europol to improve monitoring of cases of organ trafficking.
· The Resolution stressed the importance of registration of transplant activities. It calls on promoting registers of living donors and follow-up of recipients.

· The Resolution calls on the Commission to promote research in biotechnology which, in the future, “may offer the possibility for researchers to grow organs from existing tissues and cells, either from the patients themselves or from other tissue donors”.
· The Resolution states that establishing well-structured operational systems and promoting successful models in and between Member States and at international level is of “utmost importance”. It suggests supporting reinforced cooperation between Member States. In particular small Member States with a limited donor pool could clearly benefit from European co-operation, says the Resolution.
· Public awareness. The Resolution stressed that “a very effective way of increasing organ availability is to provide more information to the public”. They propose establishing a transplant "hotline" with a single telephone number managed by a national transplantation organisation and manned 24 hours/day, which can rapidly provide relevant and accurate information. It also calls for a European donor card, complementary to existing national systems.
7.
Response to requests and overview of action taken, or intended to be taken, by the Commission:
The Commission welcomes the Parliament's Resolution as an important input into the EU policy on organ donation and transplantation and is pleased to note that it shares the Commission's view that action at all levels, including the EU level, is needed in order to address the challenges ahead on the field of organ donation.

The Commission is also pleased to note that the Resolution agrees with the Commission on the main priorities and the two mechanisms of actions proposed in the Communication.

On the quality and safety framework the Commission agreed with the Resolution on the need for a Community framework in order to set quality and safety criteria for human organs across the Community. These standards would contribute to facilitating exchanges of organs in thousands of European patients necessitating this type of therapy each year. Community provisions should ensure that human organs are of acceptable quality and safety. Therefore the establishment of such standards will help reassuring the public that human organs procured in another Member State nonetheless carry identical basic quality and safety guarantees as those obtained in their own country.

The Commission also agrees that the risk-benefit ratio is a fundamental approach for organ transplantation. Owing to the organ shortage and the life threatening indications of organ transplants, the overall benefits of organ transplantation are high and more risks are accepted than with blood or most tissues and cells based treatments. In this context the clinician has an important role in the decision on the acceptance of organs for transplantation.

The severe shortage of organs remains the main challenge that EU Member States face with regard to organ transplantation. Quality and safety requirements should take this factor into consideration so that no unnecessary barrier to organ donation is created.

On the actions under the action plan again the Commission agrees generally with the EP Resolution. Sharing experience and expertise across the EU Member States has already proved useful in increasing organ donor rates in some countries and this can be further developed. Those Member States whose transplant systems are not yet sufficiently developed can be supported and guided in their efforts to improve patient care. Facilitating the interchange of organs between Member States (especially for children, urgent or difficult to treat patients), promoting EU-wide agreements on issues concerning transplantation medicine and the collection of activity data for benchmarking purposes can further improve the efficiency and accessibility of transplantation systems. The European Commission can also promote cooperation between Member States on research programmes and training of professionals. Registers of living donors, follow-up of recipients and public awareness are part of the proposed actions.

Trafficking in human organs is a form of trafficking in human beings, which constitutes a serious violation of fundamental rights and, in particular, of human dignity and physical integrity. Such trafficking is an area of activity of organised criminal groups and involves inadmissible practices such as the abuse of vulnerable persons and the use of violence and threats. The Commission shares the views expressed in the Resolution.

The Commission will closely monitor any developments in the organ trafficking field in the EU and will continue participating together with other international organisations such as the Council of Europe or the World Health organisation combating organ trafficking. For this purpose, a study will be soon launched concerning the assessment of different types of trafficking including organ trafficking.

In addition organ trafficking will be taken into consideration in the Action plan on trafficking in human beings, to be issued by the Commission this year. The Commission is also considering the possibility to revise EU legislation on trafficking against human beings. In this framework, trafficking for the purpose of the removal of organs could be included in the definition, in accordance with the UN Protocol and the CoE Convention on trafficking.

Finally, organ trafficking could also be included in the Action plan on organ donation that will provide for coordination of the initiatives of Member States.
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