EUROPEAN

RESPIRATORY

JOURNAL

December issue

(Vol. 28, Number 6)

Big help for little patients
A new legislation proposed by European Union may end a longstanding scandal. Throughout Europe, sick, vulnerable children are being treated with medications which have only been tested in adults. Children have different diseases, handle medicines differently, and are at risk of side-effects that are not seen in adults, so it is no surprise that the use of untested medications is associated with bad outcomes. There are many reasons for this disgraceful state of affairs: it is much more difficult for ethical and other reasons to do research in children; diseases are rarer, and thus large studies difficult to do; and for the pharmaceutical industry, there is not much money to be made out of medicating children, compared with adults.

Now the EU has provided the paediatric community with a once in a generation opportunity to remedy this. No longer will companies be able to get a license for a new medication for adults only; they will have to research the medication in children, or show good reason why this is not necessary - for example, the disease does not occur in children. There will be rewards, in the shape of an extended period of the patent, and penalties for non-compliance.

In the current issue of the European Respiratory Journal, Andrew Bush (Head of the ERS Paediatric Assembly) summarises the important and excellent steps that the EU propose to bring an end to the scandal. There will be a Paediatric Committee which will set the research agenda and monitor compliance. The European Respiratory Society welcomes these proposals without reservation, and this paper summarises the responses to facilitate this process. These include three Task Forces to summarise the present state of evidence, and the formation of a Paediatric group to liase with the EU to assist the work of the committee, including linking established networks of experienced investigators to carry out the clinical trials. All of these steps are completely independent of the pharmaceutical industry.
The EU proposals represent a major opportunity for the best medications to be used to the greatest advantage in the treatment of sick children.
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