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1. INTRODUCTION 

Article 152(4) of the EC Treaty has given the EU the power to adopt ‘measures setting high 
standards of quality and safety of organs and substances of human origin, blood and blood 
derivatives; these measures shall not prevent any Member State from maintaining or 
introducing more stringent protective measures’. 

The Directives on standards of quality and safety for blood, and for tissues and cells, were 
adopted earlier in 2003 and 2004 respectively. It was decided at that time to follow a different 
path for organs. Consequently, on 31 May 2007 the European Commission published a 
communication that prioritised three matters: 

(i) a legislative instrument for quality and safety standards; 

(ii) an action plan for strengthening cooperation and exchanging best practices between the 
Member States; and 

(iii) measures to prevent trafficking in organs. 

The Council supported the Commission’s proposals in its conclusions of 6 December 2007. 
The European Parliament also welcomed the communication from the Commission in its 
resolution of 22 April 2008. Parliament explicitly requested the Commission to quickly 
produce a proposal for a directive and action plan in order to achieve the common goal, 
namely increasing the number of organs available for donation in Europe in a safe manner. 

The Commission published its proposal for a directive and action plan on 8 December 2008, 
together with a full impact assessment. The rapporteur welcomed the proposals but regretted 
the fact that, due to the imminent elections, the European Parliament did not have enough 
time to complete the decision-making procedure. It will only be possible to have an initial 
discussion on the directive based on this document at the last meeting of the Committee on 
the Environment, Public Health and Food Safety of this parliamentary term. The rapporteur 
also regrets the fact that the discussion on the directive and the action plan cannot be held at 
the same time. 

2. DISCUSSION POINTS 

The rapporteur welcomes the framework approach of the proposal: the directive aims to 
ensure that the necessary structures for the quality and safety of organs are in place in the 
Member States, but that the competent authorities in the Member States are allowed sufficient 
scope to flesh out the precise details. It seems important to mention that the directive does not 
set any standards for donors or recipients, only for organs. 

Ensuring the quality and safety of organs at EU level could both facilitate cooperation 
between the Member States and the cross-border exchange of organs, and indirectly 
combat illegal trafficking in organs (through, for instance, the creation of national review 
authorities and national quality programmes, ensuring traceability, guaranteeing protection of 
the donor and ensuring complete characterisation of the organ). 

The rapporteur has had numerous discussions with stakeholders over recent weeks (doctors, 
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patients, transplant coordinators, public authorities, etc.). All welcome the proposals and
consider them to be reasonably complete. Of course, there are always points that require 
further clarification or that could be improved. 

1. Flexibility

In its resolution of April 2008 the European Parliament emphasised that the directive must be 
sufficiently flexible and that the medical practitioner must have the final say on whether the 
organ meets all the criteria. The rapporteur stresses that the directive must not create an
additional administrative burden for Member States or service providers. In this context the 
following points should be mentioned: 

 The national quality programmes should enable the Member States to monitor the 
whole process of organ transplantation and make improvements. Both the level of 
detail and the responsibilities of the various partners in the process could provide 
reason for further discussion. After all, the directive is not intended to jeopardise 
current good practices or practices that are adapted to the prevailing conditions and 
circumstances in the individual Member States, nor should it contain conditions that 
could lead to a reduction in the number of potential and actual donors. 

 The main priority of the directive is to minimise ischemic times. It remains the role of 
the national authorities to weigh the ischemic time against increasing transport costs
and to consider cost efficiency. The rapporteur believes that the provisions on organ 
transport should for this reason allow sufficient scope for the advantages and 
disadvantages to be considered.  

 The rapporteur is pleased that the European Commission has included the complete 
and detailed characterisation of organs and donors in the Annex and has not opted for 
the comitology procedure. The extent of the detail may at first sight be daunting for 
non-specialists, but the Annex does not prohibit anything or demand specific test 
results. On the contrary, the Annex should enable the doctor and his team to perform a 
risk assessment of the organ based on a full overview of all characteristics. 
Transplantation is a young specialism: research is therefore crucial and medical 
progress must be a factor that can be taken into consideration. It is therefore important 
for Article 25 of the directive to provide for this flexibility, given that it states that the 
Annex can be updated using the comitology procedure. 

 The rapporteur points out that the new directive should supplement and strengthen 
the efforts of the Member States to ensure an active, effective coordination method 
without obstructing the introduction or enforcement of more stringent rules. 

2. National authorities and European organ exchange organisations 

 The proposal that every Member State should designate one or more national 
authorities has been found to be crucial: experience has taught us that this kind of 
central system can result in an increase in the number of donors. The range of duties of 
these authorities seems very ambitious, however, especially for the Member States that
have not yet established such a national authority. 
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 The exchange of organs between Member States also continues to be essential. It will 
be important to investigate whether and how far the directive will allow Member 
States to retain their present relationship with European organ exchange 
organisations, or whether it will enable them to develop new relationships. After all, 
Article 22 stipulates that the Member States may delegate powers to the organ 
exchange organisations.

3. Relationship with other legislation 

 As the legal basis for this directive is Article 152, all of the rules pertaining to cross-
border health care also apply to this directive. In view of the specific nature of 
transplantation and the delicate system of waiting lists, it would be wise to consider an 
exception for organs in the directive on cross-border health care, which is currently 
being discussed in the European Parliament and the Council of Ministers. 

4. Defining the scope of the directive 

 To avoid any misunderstandings it should be mentioned that the provisions in the 
directive regarding research apply only to organs that are intended for transplantation 
in the human body. 

 Despite the fact that some stakeholders are requesting that the allocation of organs 
also be included in this directive, the rapporteur takes the view that allocation does not 
immediately fall within the scope of this directive and is outside the competence of the 
EU. 

 In its resolution of 22 April 2008 the European Parliament asked the Commission to 
lend its support to methods to prevent and treat organ rejection. Given that this is not 
dealt with in the present proposal, it is certainly an issue one might consider adding. 

5. Definitions

 The question remains whether the definition of ‘organ’ is sufficiently clear or whether 
it needs further refinement to indicate whether the definition also includes the islets of 
Langerhans, composite tissue and hepatocytes. 

 The definition of the ‘characterisation of donor and organ’ could also indicate that 
allowance should be made for the current state of knowledge of transplantation 
medicine as defined in Article 25. 

 The rapporteur welcomes the fact that the Commission has kept the definitions of 
‘procurement organisation and transplantation centre’ identical in order to give 
the Member States the opportunity, depending on their current practices, to determine 
the organisation to which they will entrust these matters (i.e. procuring and 
transplanting human organs).

6. Living donors 

 Member States where the law allows living donation must guarantee that the 
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anonymity of living donors who do not have a genetic or emotional relationship with 
the recipient is preserved. 

 Article 13 of the proposal stipulates that donations of human organs from living 
donors must be on a voluntary basis and unpaid; however, in its resolution of 22 April 
2008 Parliament stated that Member States must define the conditions under which 
compensation may be allowed. Member States must guarantee that payments are 
solely intended as compensation and are strictly confined to the reimbursement of 
expenses and compensation for the inconvenience associated with the donation. The 
rapporteur takes the view that Article 13 requires supplementary amendments on this 
point. 

 Given the importance of measures aimed at protecting living donors (from medical, 
psychological and social perspectives), the rapporteur underlines the importance of
multidisciplinary consultation on donation by living donors. 

7. Registers and traceability 

 A patient who wants to have a transplant outside the EU should also register with an 
organ bank, in order to combat ‘phantom transplantations’. Initiatives on this already 
exist but patients often seem to hold back. It should become clear during the 
discussion of the action plan whether this issue can be included in the plan. 

 One of the European organ exchange organisations recently launched the EFRETOS
project on a European donor identification system (European Framework for the 
Evaluation of Transplanted Organs). The rapporteur looks forward with great interest 
to the results of this project. It is hoped that it will be able to serve as an example for 
other forms of cooperation and possibly lead in time to a genuine European 
identification system. 

 In connection with the registration of donors, a question that frequently arises is the 
development of a uniform European system based on the same parameters; the 
purpose of this would be to maximise comparability. The present parameters 
sometimes lead to confusion. This does not belong in the directive as such but can 
hopefully be dealt with when the Member States discuss the action plan. 

 The rapporteur stresses that the proposals on registers and traceability are also 
important for the fight against organ trafficking, just as the raising of public 
awareness can contribute to this, too. 


