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NOTICE TO MEMBERS

Subject: Petition 1041/2011 by Marielle Lacarin (French), on behalf of the 
FIBROTHON association, with 49 signatures, on European recognition for 
fybromyalgia as a rare orphan disease

1. Summary of petition

Fybromyalgia is a medical disorder characterized by chronic widespread pain. Other 
symptoms include debilitating fatigue, sleep disturbance, and joint stiffness. Policy regarding 
its recognition as a disease rather than as a pathology varies across Member States. The 
FIBROTHON association is campaigning mainly in France, Belgium and Switzerland for 
recognition of the disease and for funds to conduct research to find treatment and a cure.

2. Admissibility

Declared admissible on 13 January 2012. Information requested from Commission under Rule 
202(6).

3. Commission reply, received on 16 March 2012

The petitioners request that fibromyalgia be recognised as a rare disease at European level. 
Such recognition could result in more research leading to effective treatment and potential 
cure of the disease, and support consideration by health insurance systems.

The Commission's comments on the petition

Fibromyalgia is a chronic disease of variable severity, characterised by chronic diffuse pain, 
fatigue and sleep disturbances often associated with anxiety or depression. Physical or 
psychological trauma is often the triggering factor, but the causes of fibromyalgia remain 
unknown. It responds poorly to treatment with common analgesics. The treatment is 
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symptomatic, including pain and sleep management, and psychological support.

There is no official European listing of recognised rare diseases. As per Orphanet1, the portal 
for rare diseases and orphan drugs supported by the European Commission, fibromyalgia is 
not a rare disease, as its prevalence is estimated between 2 and 5% of the general population. 
The prevalence criterion of a rare disease in the EU (affecting not more than 5 per 10,000 of 
population in the EU as set out in Regulation (EC) 141/20002) would hence not be fulfilled. 

Regulation (EC) 141/2000 lays down a Community procedure for the designation of 
medicinal products as orphan medicinal products and for the provision of incentives for the 
research, development and placing on the market of designated orphan medicinal products. 
This includes products intended for the diagnosis, prevention or treatment of life-threatening, 
seriously debilitating or serious and chronic conditions in the EU for which, without 
incentives, it would be unlikely that their marketing in the EU would generate sufficient 
return to justify the necessary investment. This “low return on investment” criterion could, if 
appropriately substantiated according to Commission Regulation (EC) No 847/20003, support 
a request for designation as an orphan drug.

The European Union supports health collaborative research, including the development and 
validation of new therapies, through its Seventh Framework Programme for research and 
technological development (FP7; 2007-2013). The European Commission notes that no 
research project specifically dedicated to fibromyalgia has been so far supported in FP7. One 
proposal submitted under the Health Theme was meant to investigate the outcomes of 
interactive patient self-management and education interventions in various chronic diseases 
including fibromyalgia. It was however not of sufficient quality to be retained for funding.

Under Article 168 of the Treaty on the Functioning of the EU, a Member State is responsible 
for the national health care system and the way it funds treatments on fibromyalgia. Issues 
relating to the organisation of health care systems, including the procedures for pricing and 
reimbursement, are matters of national responsibility 

Conclusion

Although no mechanism for official recognition of a given pathology as a rare disease exists, 
the European Union offers incentives to support the development of orphan drugs that would 
not generate a sufficient return on investment after their marketing. The request for 
designation of a medicinal product as an orphan medicinal product to prevent, diagnose or 
treat fibromyalgia could, if necessary criteria of Regulation (EC) 141/2000 are met, be 
envisaged. 

                                               
1 www.orpha.net; a registry of diseases, specialised outpatient clinics, diagnostic laboratories, support groups in 
Europe, etc.
2 Regulation (EC) 141/2000 of the European Parliament and of the council of 16 December 1999 on orphan 
medicinal products
3 Commission Regulation (EC) No 847/2000 of 27 April 2000 laying down the provisions for implementation of 
the criteria for designation of a medicinal product as an orphan medicinal product and definitions of the concepts 
‘similar medicinal product’ and‘clinical superiority’
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Under the conditions defined in the Calls for Proposals of FP7, proposals on research on 
fibromyalgia could, if the necessary requirements are fulfilled, be selected for funding.

Member States remain fully responsible concerning their health care systems. The European 
Commission advises the petitioners to address their national competent authorities concerning 
health insurance systems relevant to fibromyalgia.
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