
CM\792159EN.doc PE429.609

EN United in diversity EN

EUROPEAN PARLIAMENT 2009 - 2014

Committee on Petitions

25.9.2009

NOTICE TO MEMBERS

Subject: Petition 1866/2008 by Horst-Günter Mazur (German), on the health system 
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1. Summary of petition

The petitioner describes the problems he has had in taking prescribed generic medicaments 
which had a number of serious side-effects. The petitioner points out that there is a ceiling on 
German doctors' expenditure on sickness insurance patients, referred to as 'budgeting', which 
is why they cannot always prescribe original brand medicines.  The petitioner believes that 
this is discrimination against patients and that the German health system is playing with the 
health of its citizens.  He therefore calls on the European Parliament to take this matter up and 
examine whether the situation in Germany is consistent with EU principles on improved 
public health, prevention of disease and combating of conditions which entail a risk to human 
health.

2. Admissibility

Declared admissible on 10 April 2009. Information requested from Commission under Rule 
202(6).

3. Commission reply, received on 25 September 2009.

The petition

The petitioner raises problems he has encountered when taking generic medicines dispensed 
to him, which he reports entailed a number of serious side effects. He points out that doctors 
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in Germany cannot always prescribe original brand medicines due to regulation establishing a 
ceiling of expenditure on sickness insurance patients (“budgeting”). The petitioner considers 
that this discriminates against patients and that the German health system is playing with the 
health of its citizens. He therefore calls upon the European Parliament to examine whether the 
situation in Germany is consistent with EU principles of improved public health, prevention 
of disease and combating of conditions which entail a risk to human health.

Observations by the Commission

It is a constant objective for the European Commission to help secure an ever improving level 
of public health across the twenty-seven Member States. In order to ensure compliance with 
the common principles of all EU health systems (unanimously agreed by European Health 
Ministers in 2006) of "universality, equity, access to good quality healthcare and solidarity", 
the Commission launched the "Europe for patients" campaign1 that brings together a series of 
initiatives on healthcare policy.

Nevertheless, pursuant to Article 152 of the EC Treaty, Community action in the area of 
public health must fully respect the competences of the Member States for the organisation 
and delivery of health services and medical care. The principle of subsidiarity applies in this 
field, meaning that it is the responsibility of each Member State to organise its social security 
system and to ensure appropriate access to high quality healthcare for its citizens.

In this framework, Member States are free to determine the conditions of prescription and 
dispensing of medicines, as well as their pricing and reimbursement status. In all EU Member 
States, the competent authorities devise policies to ensure the sustainability of their healthcare 
system. Such policies often include strategy for generic products, which are equivalent to the 
original branded medicine. They are usually sold at a lower cost for the health insurance 
system, thanks to the patent expiry of the original branded medicines.  

It should be pointed out that generic medicinal products are subject to strict provisions under 
the European pharmaceutical legislation. They can be placed on the market in the Community 
only if they have the same qualitative and quantitative composition in active substances and 
the same pharmaceutical form as the reference medicinal product. In addition, bioequivalence 
with the reference medicinal product must be demonstrated by appropriate studies. Generic 
medicines authorised in the EU therefore offer the same guarantees in terms of quality, safety 
and efficacy as the reference medicine. 

Conclusion

In accordance with the rules of the Treaty, the European Union does not have competence to 
intervene in the organisation of national health insurance systems. The petition refers to health 
policy measures which fall within the exclusive competence of the German authorities. It does 
not contain any element which would suggest that the German authorities have acted in 
contradiction with Community law. The organisation of social security systems, including 
generic substitution policies, is the responsibility of the Member States.

                                               
1 http://ec.europa.eu/health-eu/europe_for_patients/index_en.htm


