




Assessment of subsidiarity and proportionality 
According to Article 2 of the Treaty on European Union, the principle of subsidiarity has to 
be followed in achieving the objectives of the Union. Subsidiarity principle is one of the 
central principles of the EU and it is based on the idea that higher social units (in the given 
case, the Community) should take upon themselves only the tasks lower social units (the 
member states) are not able to carry out. This reflects the principle of the EU that political 
decisions should always be made as close to the citizens as possible, i.e. at the lowest possible 
administrative and political level. Thus, except in the areas that fall within the exclusive 
competence of the EU, the principle of subsidiarity means that the EU will take action only if 
it is more effective to apply a legal act at the EU level than it can be possibly done at the 
national level. 

Before submitting a draft act the Commission always has to assess whether the act complies 
with the principle of subsidiarity and at the same time justify the distribution of competences. 
Pursuant to Article 5 of the Treaty establishing the European Community, both conditions of 
Article 5(2) have to be fulfilled for the application of subsidiarity requirement: 

1. measures for achieving the objective of the proposed act are not adequate at the level 
of member states (necessity criterion); 

2. the objectives of the act are better achieved through Community action (criterion of 
effectiveness). 

Besides that, the “prohibition of excess” has to be taken into account, according to which it is 
necessary to see that the measures of the Community would be proportional, i.e. would not 
exceed the level necessary for achieving the objectives of the Treaties. 

Article 152 (4)a) of the Treaty establishing the European Community gives the Council and 
the Parliament the right to adopt at the Community level health measures setting high 
standards quality and safety of organs and substances of human origin, blood and blood 
derivatives.  

The main objective of this directive is guaranteeing the safety and quality of organs and a 
high level of human health protection, and indirectly also to contribute to combating organ 
trafficking. The aim is to ensure that the organs used for transplantation in the EU would 
correspond to common quality and safety requirements, and in this way the directive should 
facilitate organ exchange between the Member States. The Commission considers the 
cooperation between the Member States in organ exchange significant help to smaller 
member states and to patients whose condition is severe or who need careful matching. In its 
explanatory memorandum the Committee highlights three main problems the directive 
focuses on solving – organ shortage, the quality and safety of organ transplantation and the 
exchange of organs between the Member States. The Commission finds that although most 
Member States have already adopted quality and safety standards of organ transplantation, 
many states still have to reach an agreement on them. Also, the exchange of organs between 
the Member States already exists today, but not all states are involved.  

Thus the issues involve several Member States, and this directive establishing common 
standards of quality and safety and facilitating the exchange of organs would most probably 
contribute to improving the availability of organs. Also one can agree with the Commission 
that the directive will be of significant help to smaller Member States and patients whose 
condition is severe or who need careful matching.  



The elaboration of this directive and applying common action plan will probably also increase 
the number of donated organs, which will bring significant benefit to the patients and 
economy of expenditures for national health systems. 
 In addition, the Community action in this sphere will contribute to achieving the objectives 
stipulated in the Treaty by creating a platform for mutual sharing of experience through 
reporting and exchange of information. 

Proceeding from the fact that establishing standards of quality and safety for human organs 
meant for transplantation and purposeful cooperation will significantly contribute to 
improving the availability of organs, it can be said that it is not possible to achieve this 
objective adequately at the level of individual Member States and it is more useful to do it at 
the Community level. Thus the draft act meets the requirement of subsidiarity. 

According to Article 152(4)a) of the Treaty, the Member States have the right to maintain and 
introduce more stringent measures, regardless of whether the Community adopts and plans to 
apply any measures and what these measures shall be like. The draft directive establishes for 
the Member States the obligation to appoint competent authority, adopt national quality 
programme and introduce several internal rules, but a Member State will maintain the right to 
decide on the contents of the internal rules and regulations, the pattern and content of the 
procedure for obtaining the agreement of the donor etc. Thus, keeping in mind the nature and 
extent of Community action, the draft act is consistent with securing the aim of the measure 
and observing the requirements of the Treaty, leaving adequate scope for national decision 
and taking into account the established national arrangements and the organisation and 
working of legal systems. In conclusion it can also be said that the draft directive does not 
contradict the principle of proportionality. 
On the basis of the above, we are of the opinion that the adoption of the proposed draft act is 
in conformity with the principles of subsidiarity and proportionality. 
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