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1) Impact Assessment Board Opinion 

(A) Context 

The initiative finds its legal basis in Article 152 (4) (a) of the EC Treaty, which allows 
the European Community to adopt measures setting high standards of quality and safety 
of organs and substances of human origin. It follows an earlier Communication on Organ 
donation and Transplantation - COM(2007)275 - in which the main policy challenges 
where defined. 

(B) Positive aspects 

The report gives a detailed overview of the most important issues concerning organ 
donation and transplantation in the EU. It has attempted to complement the analysis in an 
innovative way, by employing the 'capabilities approach' to get a better impression of the 
differentiated impacts of the proposed policy options. 

(C) Main recommendations for improvements 

The recommendations below are listed in order of descending importance. Some more technical comments 
have been transmitted directly to the author DG and are expected to be incorporated in the final version of 
the impact assessment report, subject to the discussions that took place in the meeting with the Board. 

General recommendation: The IA report should strengthen the analysis to provide 
more compelling arguments for the alleged increase by 30% in organ availability 
under the scenario that is presumed to correspond to the preferred option. The 
structure of the report should be made more transparent by the presentation of a 
fully developed baseline scenario as part of the problem description. The 
contribution of existing structures and arrangements should be better integrated in 
the baseline scenario. The options should be presented in more detail, with adequate 
attention for sensitive issues, such as ethical aspects. The costs and benefits of the 
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different options should be presented more explicitly to allow for a more 
transparent comparison. As these changes are of a fundamental nature, the Board 
recommends that DG SANCO submits a revised draft of the IA report on which a 
new opinion will be issued. 

(1) Reformulate the problem description, and give a clear outline of expected 
developments under the baseline scenario. The report should clearly distinguish 
between organisational issues, which are deemed to be the most important factor for 
organ availability, and cross-border aspects. It should explain in more detail to what 
extent different legal arrangements for organ donation (opt-in vs. opt-out systems) have a 
significant influence. It should explain more clearly what the essence of the Spanish 
model is, and should also clarify whether there are specific reasons why it is not 
introduced by more countries than is currently the case. It should address the issues 
concerning living donation separately. 

(2) Provide more solid arguments for the choice of the preferred option. The 
expected effects of adding a Framework Directive to the elements of the Action Plan 
should be better explained. The presumed negative effects on donation rates of a strict 
regulatory approach (as in Option 4) should be better explained. It should also be clarified 
why this would not apply to a Framework Directive (Option 3), as this would also lead to 
binding legislation. The budgetary implications (reimbursements, implementation costs) 
should be better analysed and presented, to make a clearer comparison of costs and 
benefits possible, especially between Options 2 and 3. 

(3) Improve the presentation of the policy options. The report should provide clear 
arguments for dealing with specific aspects on an EU scale. If the evidence shows that 
important best practices could be implemented even at a sub-national level, all options 
that suggest EU-level action should be screened more thoroughly on proportionality and 
value-added aspects. 

(D) Procedure and presentation 

It appears that all procedural requirements have been complied with. 

Important elements of the analysis that are currently contained in Annexes should be 
better integrated into the main body of the report. 
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