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NOTICE TO MEMBERS

Subject: Petition 1647/2009 by Anne McMahon Price (Irish), on the Irish authorities' 
failure to provide subsidies for drugs for the treatment of the rare blood disease 
Paroxysmal nocturnal hemoglobinuria (PNH)

1. Summary of petition

The petitioner explains that she suffers from the rare blood disease Paroxysmal nocturnal 
hemoglobinuria (PNH) and that the drug Eculizumab is used to treat it. She points out that, 
owing to the fact that the drug is not eligible for subsidy in Ireland, she does not have access 
to the same expert treatment as patients in other Member States and she refers in this respect 
to Regulation (EC) No 141/2000 of the European Parliament and of the Council on orphan 
medicinal products, which she claims has not been correctly incorporated into Irish 
legislation. She therefore calls on the European Parliament to ensure that the Irish health 
authorities immediately implement the necessary measures to ensure that PNH patients in 
Ireland obtain free access to the drug concerned.

2. Admissibility

Declared admissible on 22 February 2010. Information requested from Commission under 
Rule 202(6).

3. Commission reply, received on 22 April 2010.

‘Eculizumab (trade name Soliris) is a monoclonal antibody directed against the complement 
protein C5. This antibody blocks the cleavage of C5 and halts the process of complement-
mediated cell destruction. Eculizumab is a product of Alexion Pharmaceuticals and has been 
shown to be effective in treating Paroxysmal nocturnal hemoglobinuria (PNH).



PE441.128v01-00 2/2 CM\814523EN.doc

EN

In accordance with Regulation 141/2000 on orphan medicinal products, following a positive 
opinion by the Committee for Orphan Medicinal Products (COMP), the Commission adopted 
on 17 October 2003 a decision designating Eculizumab as an orphan medicinal product for 
the treatment of PNH. On June 2007 the Commission, following a positive scientific 
assessment by the European Medicines Agency, granted Soliris marketing authorisation as an 
orphan medicinal product for the same therapeutic indication: treatment of patients with PNH. 
A Community marketing authorisation is valid throughout the Community. However, this 
does not mean that the product automatically is placed on the markets in the Member States.

Pursuant to Article 168 of the Treaty on the Functioning of the European Union (TFEU), 
Community action in the field of public health must fully respect the competences of the 
Member States for the organisation and delivery of health services and medical care. It is the 
responsibility of each Member State to ensure appropriate access to high quality healthcare 
for its citizens.

In this framework, the national authorities are free to set the prices of medicinal products and
to designate the treatments that they wish to subsidise under their social security system,
provided that their decisions are made in a transparent manner in accordance with Community
law1. This means that specific medicines may be reimbursed in some Member States but not
in others, depending on national public health objectives, cost-effectiveness analysis and other 
factors.

The Commission consequently notes that the product mentioned by the petitioner has been 
granted orphan status under Regulation (EC) No 141/2000 and it has received a Community 
marketing authorisation, which is valid in all Member States. The petition does not contain 
any element which would suggest that the Irish authorities have acted in breach of their 
obligation under Regulation (EC) No 141/2000. The decision to subsidise medical treatments 
lies with the Member States.

                                               
1 See in particular Directive 89/105/EEC of 21 December 1988 relating to the transparency of measures
regulating the pricing of medicinal products for human use and their inclusion within the scope of national health
insurance system (OJ N°40 of 11.2.1989, p. 8)
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-1/dir_1989_105/dir_1989_105_en.pdf


