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NOTICE TO MEMBERS

Subject: Petition 1039/2008 by Stephan Nuding (German), on a European Regulation for 
victims in the Contergan case

1. Summary of petition

The petitioner is a victim of the drug Contergan (thalidomide). He says that the compensation 
paid to Contergan victims in Germany was much lower than in Sweden or the United 
Kingdom, for example. He also says that in 1972 victims were deprived of the right to ever 
again claim compensation from the Chemie Grünenthal pharmaceutical company in Stolberg. 
The petitioner asks the European Parliament to investigate whether the differences in 
compensation and the denial of legal redress for Contergan victims are compatible with 
European law and human rights. 

2. Admissibility

Declared admissible on 12 December 2008. Information requested from Commission under 
Rule 192(4).

3. Commission reply, received on 20 February 2009.

Thalidomide, 2- (2,6-dioxo-3-piperidyl)isoindole-1,3-dione), is a glutamic acid derivative that 
was first marketed in 1956 as a sedative and anti-emetic by Grunenthal.  It was withdrawn 
from the market worldwide in 1961 when it was realised that, when taken during pregnancy, it 
was teratogenic causing phocomelia.  In addition to phocomelia, thalidomide also caused ear 
and eye defects, internal organ malformation and neurological damage when taken during 
pregnancy. It is estimated that between 10,000 -12,000 children were born with congenital 
defects due to thalidomide.

At the time when thalidomide came to the market, Community legislation did not provide for 
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rules on a scientific requirement of investigation of the teratogenic (defect-causing) effects 
when the substance under investigation has been administrated to the female during 
pregnancy. Currently, Directive 2001/83/EC on the Community code relating to medicinal 
products for human use provides explicitly that with the view to obtaining a marketing 
authorisation for a medicinal product for human use, an application dossier containing study 
reports on the embryo-foetal and postnatal development must be submitted. 

It is evident that the Community's action in the area of pharmaceuticals is one based on 
prevention and precaution. The system of marketing authorisations for pharmaceuticals 
subjects them to very rigorous testing. In particular, it was the thalidomide disaster which led 
to modern day drug regulation, including the requirements for marketing authorisation as well 
as pharmacovigilance. Even after the granting of marketing authorisations, the system of 
pharmacovigilance, which relates to the monitoring of adverse reactions after authorisation, 
extends the safeguards given to European citizens. Pharmacovigilance includes activities 
relating to the detection, assessment, understanding and prevention of adverse effects of 
medicines and comprises: collecting and managing data on the safety of medicines, 
scrutinising the data to detect `signals΄ (any new or changing safety issues), evaluating the 
data and making decisions with regard to safety issues, acting to protect public health.

Whilst the Commission does of course have every sympathy for victims of disastrous side-
effects of pharmaceuticals, the issue of their compensation is not in fact one which falls 
within the scope of Community law, as has been noted in the Commission's replies to many 
other petitions calling for compensations, in other domains. Compensation schemes are 
deeply embedded in the legal order of the Member states and their administration of justice, 
and the Commission does not propose to seek competence to legislate in this area, where the 
practises of Member states can vary considerably. It can indeed happen that, if a Member 
State does or did use a jury system in the settlement of compensation claims, enormous 
variations in awards of damages would almost inevitably result.  

Conclusions

The Commission does not consider that the European Parliament can take up the petitioner's 
request to reopen the issue of his compensation.
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