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NOTICE TO MEMBERS

Subject: Petition 1016/2007 by Teresa Matulka (Polish), on behalf of the ‘Society of 
Children with Mucopolysaccharidosis and Related Diseases’, and 2 co-
signatories, concerning non-compliance by the Polish authorities with the 
provisions of Regulation (EC) No 141/2000 of the European Parliament and of the 
Council on orphan medicinal products

1. Summary of petition

The petitioner, who is chairman of the above association, maintains that Polish sufferers of 
rare genetic diseases such as mucopolysaccharidosis, Fabry disease and Pompe disease do not 
have the same access to qualified treatment as other patients and that lack of assistance from 
the health authorities generally results in the death of the patients. She also refers to European 
Parliament and Council Regulation (EC) No 141/2000 on orphan medicinal products, 
stressing that the incidence of the above diseases is so low that the medicines necessary to 
treat them meet the criteria for classification as orphan medicinal products and that the 
provisions of the regulation should therefore apply. She asks the European Parliament to 
ensure that the Polish health authorities immediately take the necessary measures to 
implement the provisions of the regulation.

2. Admissibility

Declared admissible on 6 March 2008. Information requested from Commission under Rule 
192(4).
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3. Commission reply, received on 5 May 2008

The petitioner alleges that Polish patients with rare medical diseases are not adequately 
treated in Poland. 

As set out in an attached open letter to a number of Polish authorities, patients with rare 
diseases have to wait too long for state decisions to allow therapy for their disease. Also, 
programmes on new treatments are not implemented within a reasonable timeframe. The 
petitioner states that the behaviour of the Polish administration is not in line with the values of 
Regulation (EC) No 141/2000 on orphan medicinal products.

Regulation (EC) No 141/2000 on orphan medicinal products concerns the designation of 
medicinal products as "orphan", i.e. intended for the treatment of rare diseases. It provides for
a number of economic incentives (in particular market exclusivity rights, waiver of fees, 
administrative assistance) which should encourage pharmaceutical companies to invest in the 
development of orphan medicinal products. The regulation does not, however, contain 
provisions which require implementation by the Member States. The petition does not contain 
any elements which would suggest that the Polish authorities have acted in any way contrary 
to the provisions of Regulation (EC) No 141/2000.

After designation in accordance with Regulation (EC) No 141/2000, marketing authorisations 
for orphan medicinal products are granted by the European Commission and are valid in all 
Member States according to Regulation (EC) No 726/2004. Since the adoption of this 
Regulation, the Member States are no longer competent to grant marketing authorisation to 
orphan designated products.

The Commission points out, however, that the organisation of healthcare systems and the 
funding of medicinal products fall within the responsibility of each Member State. In 
particular, the competent national authorities are free to designate the medicinal products that 
they wish to finance under their social security scheme, provided that their decisions are made 
in a transparent manner. The Commission is currently investigating the compatibility of 
Polish legislation with Directive 89/105/EEC relating to the transparency of pharmaceutical 
pricing and reimbursement measures. According to our information, the Polish authorities are 
contemplating regulatory amendments in order to ensure that all applications for the 
reimbursement of medicinal products can be dealt with in a timely and transparent way.

The petition refers to the lack of access to medicines of patients suffering from rare diseases, 
but does not contain any element which would suggest that the Polish authorities have acted 
in a way contrary to the provisions of Regulation (EC) No 141/2000, which does not contain 
provisions which require implementation by the Member States. As regards the 
reimbursement of medicinal products, the compatibility of Polish legislation with Directive 
89/105/EEC is under examination by the Commission.
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4. Further Commission reply, received on 22 April 2010

In 2009, Poland implemented new measures aimed at strengthening the role of the Agency for 
Medical Technology Evaluation (AOTM) in the evaluation of medicines and health 
programmes, with a view to taking decisions on their funding. Further national health reforms 
have been announced for 2010.

Nevertheless, decisions regarding the funding of medicines remain the responsibility of each 
Member State. This explains why the same treatment can be funded by the social security 
system in one Member State but not in another. Each Member State has to face specific –
particularly budgetary – constraints and determines its own public health priorities. In 
accordance with Article 168(7) of the Treaty on the Functioning of the European Union, the 
European Union respects the prerogatives of the Member States as regards the establishment 
of their health policies and the organisation and delivery of health services and medical care. 
Patients and patients’ associations should therefore contact the relevant national authorities
for questions relating to the funding of medicines in their Member State.


