European Union Organ Donation Directive, Frequently Asked Questions
1. What is the European Union Organ Donation Directive?
The European Union Organ Donation Directive (EUODD) sets minimum standards that must be met across all Member States, ensuring the quality and safety of human organs for transplantation. Achieving equivalent minimum standards will promote effective movement and end use of donated organs across all Member States.  Members of the public in each Member State will have increased confidence in the quality and safety of donated organs. National legislation must apply the defined standards of the EUODD by August 2012.
2. What is a European Directive?
A Directive is legislation passed at European Union level. It does not have direct effect and therefore must be transposed into national legislation by each of the 27 Member States.
3. How did the European Union Organ Donation Directive come about?
In 2007, the European Commission published a communication entitled ‘Organ donation and transplantation: policy actions at EU level’. This set out the actions the Commission planned to take to respond to the main policy challenges identified in relation to organ donation and transplantation: to ensure quality and safety of organs, to increase organ availability and to fight organ trafficking.  The mechanism of achieving this was to publish an action plan on strengthening cooperation between Member States and by proposing a European Directive on quality and safety of organ donation and transplantation. This resulted in Directive 2010/53/EU of 7 July 2010 on standards of quality and safety of human organs intended for transplantation.
4. Why do we need a European Union Directive on organ donation and transplantation?
The number of organ donors and transplants has grown steadily across the European Union and thousands of lives are saved every year through this medical procedure. Organ transplantation is now the most cost-effective treatment for end-stage renal failure. For end-stage failure of organs such as the liver, lung and heart it is the only available treatment. Currently, there are wide variations in the standards for achieving and maintaining the quality and safety of donated organs between Member States. The European Union Organ Donation Directive has been passed to ensure a high level of health protection throughout the European Union by establishing common standards of quality and safety of human organs intended for transplantation across Europe.
5. How will the EU Organ Donation Directive address these problems?
The European Union Organ Donation Directive will ensure that the necessary quality and safety frameworks are put in place across the European Union for the donation and transplantation of organs. This will also facilitate the exchange of organs, expanding the pool of organs available and ensuring a better match between donor and recipient, because all 27 Member States can be assured that the same minimum standards are in place throughout the European Union.
6. Is this an extension of the European Union Tissues and Cells Directive?
No. The European Union Organ Donation Directive (EUODD) is separate European legislation and will be transposed into UK legislation separately from both the Regulations that transposed the European Union Tissues and Cells Directive (EUTCD) into UK law (the Human Tissue (Quality and Safety for Human Application) Regulations 2007), and the Human Tissue Acts (both England, Wales and Northern Ireland; and Scotland). However, there are some similar requirements of both the EUODD and the EUTCD (such as requirements to ensure reporting of serious adverse events and adverse reactions and traceability).
7. What is the involvement of the Human Tissue Authority?
The European Union Organ Donation Directive (EUODD) requires Member States to identify a Competent Authority to oversee the requirements of the Directive. The Human Tissue Authority (HTA) has been appointed the Competent Authority for the EUODD in England, Wales, Northern Ireland and Scotland. As the Competent Authority, the HTA will implement a regulatory framework to oversee that the quality and safety standards of the EUODD are being met.
8. Why has the Human Tissue Authority been named as the Competent Authority for the European Union Organ Donation Directive?
The Human Tissue Authority (HTA) has experience of regulating establishments licensed under the Human Tissue Act, for England, Wales and Northern Ireland and as the Competent Authority for the European Union Tissues and Cells Directive across the UK. The UK government, including the relevant regional assemblies/parliaments, considered that the HTA has the appropriate experience and skills to be selected for the role of Competent Authority for the European Union Organ Donation Directive.
9. Does the arm’s-length bodies review and discussions on the future of the Human Tissue Authority affect the coming into force of the requirements of the European Union Organ Donation Directive?
Health ministers decided to select the HTA as the Competent Authority whilst consultations and discussions on its future under the arm’s-length bodies review are ongoing.  The arm’s-length bodies review will not affect the coming into force of the European Union Organ Donation Directive (EUODD) and health ministers and the HTA are committed to the successful introduction of the requirements of the EUODD throughout the UK in a timely manner.
10. What are the Directions that the HTA will be producing?
Directions are being produced by the HTA to supplement the UK implementation of the European Union Organ Donation Directive (EUODD). Directions are mandatory requirements and in this instance will provide detail on how establishments are expected to reach the requirements of the EUODD. This will ensure that establishments are aware of their obligations, know how these can be met and that this is done consistently throughout the UK. The HTA will be working to develop these Directions with stakeholders, including a period of public consultation (see 25 below).
11. What does the European Union Organ Donation Directive cover?
The European Union Organ Donation Directive applies to the donation, testing, characterisation, procurement, preservation, transport and transplantation of organs intended for transplantation. It applies to both deceased and living organ donation. In addition, requirements for reporting systems for serious adverse events and reactions are specified.
12. What will be the advantages of the European Union Organ Donation Directive for the UK?
It is anticipated that organ donation and transplantation across the UK will benefit from the European Union Organ Donation Directive and the regulatory regime it establishes, with greater public confidence and improvement in the quality and safety of donation and transplantation. Equivalent minimum requirements for organ donation across Europe should lead to an increased ability to source and match organs across all 27 Member States. It will also ensure that all organ donation and transplants in the UK adhere to verifiable standards of quality and safety, that all organs are fully traceable and that they are within a system for reporting serious adverse events and reactions.
13. How will the organ donation process be regulated?
There are a number of steps involved in the process of organ donation, including obtaining consent for the donation, testing the donor and the actual organ removal (procurement). All of these elements will come within the regulatory framework to ensure that these activities are carried out in accordance with the requirements of the European Union Organ Donation Directive and existing UK legislation.
14. Will transplant centres need a licence from the HTA?
Yes. The European Union Organ Donation Directive specifies that transplant centres must be licensed. As the Competent Authority, the HTA is working closely with relevant stakeholders to develop a cost-effective, proportionate, transparent and efficient licensing system. All relevant centres will need to apply for licences in good time before August 2012, when the Directive will become operational under UK law. The HTA will notify all known relevant organisations of the licensing arrangements, likely costs and relevant dates as soon as they are known to ensure that all transplant centres will have sufficient time to apply for a licence.
15. Will my existing HTA licence for procurement/processing/storage of tissues and cells for human application also cover me under the European Union Organ Donation Directive?
No. The European Union Tissues and Cells Directive, transposed into UK law by the Human Tissue (Quality and Safety for Human Application) Regulations 2007 is specific to tissues and cells being used for medical treatment. The European Union Organ Donation Directive, which will be transposed into UK law through separate regulations, relates specifically to organs donated for transplant. Although there are some common themes (e.g. setting standards for quality and safety, consent etc) and many organ donors will additionally be tissue donors (for example: cornea donation), the requirements for tissue donors and organ donors are different and will be regulated separately in the UK.
16. My hospital has a licence from the HTA. Will I need to satisfy a new set of requirements to obtain a licence to work under the European Union Organ Donation Directive?
Yes. The HTA is currently consulting on the standards and requirements to satisfy the European Union Organ Donation Directive (EUODD) and as yet the exact licensing requirement and standards to be satisfied have not been confirmed. There will be an opportunity for all interested parties to consult on the proposed regulatory framework, either through invitation to workshops or during a wider, public, consultation between August and October 2011. The HTA is endeavouring to use existing requirements and standards where possible to minimise the burden on those organisations already carrying out this important work. However, it should be recognised that the EUODD (which will, of course, be applicable to all Member States) may lead to some new processes, documents or requirements to provide assurance of the work that is being carried out. The HTA will consult on draft licensing and other process requirements and you are encouraged to take part in this process to improve the resulting regulatory framework.
17. Why are the requirements for tissue donors and organ donors different?
The risk-benefit ratio is a fundamental aspect of organ transplantation. Owing to the shortage of organs and the inherent life-threatening nature of diseases leading to the need for organs for transplantation, the overall benefits of organ transplantation are high and more risks are accepted than with most tissues and cell-based treatments. The clinician plays a pivotal role in this context by deciding whether or not organs are suitable for transplantation. The European Union Organ Donation Directive puts in place a framework that will facilitate decision making, but without being overly prescriptive so recognising the inherent risk-benefit of the transplant process.
18. I know that we already carry out work in accordance with the European Union Organ Donation Directive. Why do we need to be licensed?
The HTA recognises that many organisations involved in organ donation have been active in this area for many years and are already working in accordance with many of the requirements of the European Union Organ Donation Directive (EUODD). However, the EUODD requires that there are systems and processes in place to support the work that is being carried out to provide assurance to the Competent Authority and the public that minimum standards are being met. A licensing framework is required under the EUODD for establishments working in this sector as part of this assurance process. However, to minimise the impact on establishments already carrying out organ donation work, the HTA is working closely with stakeholders to understand the working practices of these organisations to ensure the regulatory framework is as light touch as possible, whilst ensuring that the requirements of the EUODD are met. The HTA will be providing detailed Directions on what kinds of systems will need to be implemented to provide assurance that appropriate practices are being carried out under the licence.
19. The NHS is under pressure to reduce bureaucracy, red tape and management levels. Isn’t this going against those moves?
At an early stage of examining the status of organ donation and transplantation across the European Union (see 3 above), it was identified that patients throughout all Member States of the EU would benefit from a consistent and harmonised regulatory framework to promote the exchange of suitable organs throughout all Member States. However, this is clearly difficult without defined levels of quality and safety. The European Union Organ Donation Directive (EUODD), as transposed into national laws, will provide such consistency. The HTA is working with stakeholders to ensure that the regulatory framework is appropriate, whilst ensuring that the requirements of the EUODD are met.
20. Will the European Union Organ Donation Directive affect consent provisions in the UK?
No. Consent requirements remain a matter for Member States and national provisions will continue to apply.
21. Will the European Union Organ Donation Directive make it more likely that UK organs will go outside the UK for use?
The European Union Organ Donation Directive will not impact on current national allocation arrangements. It will ensure that all organs donated within the European Union meet minimum, agreed standards of quality and safety.
22. How does the European Union Organ Donation Directive affect payment for organs?
Similar to current legislation, the European Union Organ Donation Directive specifies that Member States shall ensure that donations of organs from deceased and living donors are voluntary and unpaid and that procurement of organs is carried out on a non-profit basis. This is similar to the present process for living donors in the UK, which is supervised by the HTA.
23. Will the European Union Organ Donation Directive affect living donor transplants?
The European Union Organ Donation Directive (EUODD) covers both deceased and living donor transplants and Article 15 is specific to quality and safety aspects of living donation. Under this, a record of living donors will be kept and there is a requirement to endeavour to follow-up living donors. Although this already happens in practice, implementing the EUODD in the UK will formalise it by introducing mandatory reporting requirements to ensure all relevant information is consistently captured. In this way, the EUODD will continue to develop the systems in place in the UK which are encouraging increasing numbers of successful living donations.
24. Will the Human Tissue Authority still be responsible for approving living donation cases?
Yes. The HTA will continue to approve living donor cases.
25. How can I be involved in developing the UK frameworks required by the European Union Organ Donation Directive?
At present, the Department of Health is drafting the primary legislation necessary to transpose the requirements of the European Union Organ Donation Directive (EUODD) into UK law. The HTA is working closely with the Department of Health to ensure that the legislation is proportionate and appropriate for the regulatory framework to be implemented. In addition, the Human Tissue Authority, as Competent Authority for the EUODD in the UK, is working with technical experts on the drafting of the necessary Directions to provide the operational detail required for the regulatory framework and other systems such as monitoring serious adverse events and reactions and the safety of living donors. You are encouraged to take part in the public consultation on the draft legislation and Directions, which will take place from August to October 2011. Throughout the development of the Directions and licensing framework, the HTA will be working with stakeholders to ensure that the regulatory framework is fit for purpose.
26. How will the European Union Organ Donation Directive affect the role of specialist staff and members of a retrieval or transplant team?
It is intended that the European Union Organ Donation Directive (EUODD) will ensure that quality and safety structures are put in place across the EU for the donation and transplantation of organs. It will also facilitate the exchange of organs, expanding the pool of organs available in the UK and elsewhere in the European Union. Such improvements should be to the benefit of staff involved in the transplant process, in addition to benefiting patients. In addition, the EUODD specifically requires that relevant personnel are suitably qualified, or trained and competent, and receive specific relevant training.
27. If I want to discuss the European Union Organ Donation Directive, who should I contact?
Enquiries should initially be sent by email to organdonationdirective@hta.gov.uk and a member of the HTA staff will contact you.
Useful links
Communication from the Commission ‘Organ donation and transplantation: policy actions at EU level’. (SEC(2007) 704, 705) 2007.
Communication from the Commission ‘Action plan on organ donation and transplantation (2009 – 2015): a strengthened cooperation between Member States’. (SEC (2008) 2956, 2957)
Directive 2010/53/EU of 7 July 2010 on standards of quality and safety of human organs intended for transplantation.
You can also get more information about the European Union Organ Donation Directive by subscribing to our e-newsletter.
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