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Subject: Petition 0368/2011 by Donata Kinzelbach (German), on the medicinal 
product Maliasin

1. Summary of petition

The petitioner takes the medicinal product Maliasin, which is used by thousands of other 
patients. However, this drug has been taken off the market in Germany by the manufacturer. 
According to the petitioner, switching to another drug is not devoid of risks and side-effects. 
The petitioner wonders whether it might not be possible to continue production of the drug. 
According to her the drug is still produced in Austria, but is supplied only to Austrian 
patients. The petitioner wonders why a drug which appreciably improves the quality of life of 
many patients is being taken off the market for economic reasons. She asks for assistance 
from European Parliament 

2. Admissibility

Declared admissible on 8 July 2011. Information requested from Commission under Rule 
202(6).

3. Commission reply, received on 6 September 2011

The Commission commented on a similar situation as regards the Italian market in its reply to 
Parliamentary Question QE-1035/2011.

According to EU pharmaceutical legislation1, the holder of a marketing authorisation for a 
medicinal product actually placed on the market in a Member State shall, within the limit of 
                                               
1 Directive 2001/83/EC of the European Parliament and of the Council of 
6 November 2001, OJ L 311, 28.11.2001, p. 67, as amended.
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his responsibility, ensure appropriate and continued supplies of that medicinal product to 
pharmacies and persons authorised to supply medicinal products so that the needs of patients 
in the Member State in question are covered.

However, this provision does not apply once the medicinal product is no longer authorised. 
Under the current pharmaceutical legislation a competent authority cannot oblige a 
pharmaceutical company to maintain a marketing authorisation if the company chooses to 
withdraw it or not to apply for renewal. According to the information available to the 
Commission, this is the case for Maliasin in Germany where in 2005 Abbot did not apply for 
the renewal of the marketing authorisation.

The legislation, however, contains certain mechanisms for Member States to ensure the 
availability of medicinal product in cases where there is no authorised medicinal product 
available or its administration in individual cases. 

If there is a medicinal product authorised in another Member State, a Member State may, for 
justified public health reasons, authorise the placing on the market of this medicinal product 
even in the absence of a marketing authorisation in that Member State. 

If the medicinal product would not be authorised within the EU, the EU legislation provides 
that a Member State may derogate from the need of a marketing authorisation and allow –
again for justified health reasons - that a healthcare professional uses a non-authorised 
medicinal product for an individual patient under his direct personal responsibility. 

Conclusion

The EU legislation contains certain mechanisms to ensure that in exceptional cases, which are 
justified for public health reasons, Member States have the means to make available to 
patients medicinal products which are currently not marketed in their territory. However, it is 
finally for the authorities and/or health professionals in each Member State to decide, whether 
those instruments should be used in a specific case. Therefore, the Commission is not in a 
position to intervene on behalf of the petitioner.


