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NOTICE TO MEMBERS

Subject: Petition 0267/2010 by Milena Pehlivanova (Bulgarian), on behalf of the 
Association ‘Bulgaria to Reinstate Free Medication for Cancer Children’, on 
lack of access to anti-cancer drugs in Bulgaria

1. Summary of petition

The petitioner complains at the lack of access in Bulgaria to the drugs Kidrolase (INN: 
asparaginase) and Puri-nethol (INN: mercaptopurine), which is authorised for the treatment of 
leukaemia because those drugs were removed from the positive list of drugs entitled to 
subsidies at the beginning of 2009. The petitioner points out that parents of children suffering 
from leukaemia are forced to buy these drugs abroad and that children of parents who cannot 
afford to do so are left to their fate. As the Bulgarian ministry of health has not shown any 
willingness to resolve this serious problem, which has endangered the lives of enumerable 
children suffering from leukaemia, the petitioner asked the European Parliament to intervene 
and examine whether this situation is consistent with EU principles on the health protection 
for European citizens and their access to vital drugs. 

2. Admissibility

Declared admissible on 17 June 2010. Information requested from Commission under Rule 
202(6).

3. Commission reply, received on 2 September 2010.

Medicinal products containing as active ingredient asparaginase or mercaptopurine are 
authorised in several Member States for the treatment of acute lymphoblastic leukaemia 
pursuant to national authorisation procedures.
According to the database of authorised medicinal products provided by the competent 
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authority in Bulgaria, the Bulgarian Drug Agency (www.bda.bg), two medicinal products 
containing these active ingredients are authorised in Bulgaria under the commercial name 
Kidrolase and Puri-Nethol. It follows that the medicinal products mentioned by the petitioner 
are in principle available in Bulgaria. However, it seems that they are not reimbursed.

While procedures concerning the authorisation of medicinal products are fully harmonised by 
Union law, measures concerning the reimbursement by national health insurance schemes are 
not.
Pursuant to Article 168 TFEU, Union 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 and the allocation of the resources assigned to them.

Moreover, Directive 2001/83/EC on the Community code relating to medicinal products for 
human use provides that the provision of the Directive “shall not affect the powers of the 
Member States’ authorities either as regards the setting of prices for medicinal products or 
their inclusion in the scope of national health insurance schemes, on the basis of health, 
economic and social conditions”.
In this framework, the national authorities are free to set the prices of medicinal products and
to designate the treatments that they wish to reimburse under their social security system,
provided that their decisions are made in a transparent manner in accordance with Union 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.
Conclusion

While fully understanding the worries of parents as regards the best available treatment for 
their children, it has to be said that issues related to the reimbursement of certain medicinal 
products remain largely in the national competence of each individual Member State. The 
Commission has therefore no legal mandate to request from a Member State the inclusion of a 
specific medicinal product in its positive list drawn up for reimbursement purposes.

                                               
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


