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European Parliament and Council Regulation (EC) on medicinal products for paediatric use
Consultation on draft proposal by the Commission

Brussels, 8 April 2004.

EFA European Federation of Allergy and Airways Disease Patients’ Associations and EAACI European Academy of Allergology and Clinical Immunology welcome the draft regulation of the European Parliament and of the Council on medicinal products for pediatric use. 
Medicinal products, which are not at all studied in children, are currently used in clinical work for children. The use of new medications in children starts often before they are tested for the age group, and the majority are never tested in children or results of such trials never published. The effect of medication and possible side-effects when using adult medication in children are not known.  There are serious uncertainties, because of children’s special vulnerabilities: children are in a stage of growth and development; their metabolism and liver functions may not be developed as compared to adults; absorption of medication may differ and whether the medication penetrates the blood-brain barrier. 
Allergy and asthma are the most common chronic illnesses in childhood in EU countries. In some countries one child in four is affected. The regular use of the medication is the key in controlling of the disease. Early diagnosis and active treatment in even very young children may even prevent the disease developing severe. Allergy and asthma are increasing, especially in childhood, and increasingly younger children need for example anti-histamines, of which only very small minority are tested on children. 
In addition for possibly not being safe and based on the clinicians experience and relying on individual expertise only, the use of medication not indicated for children undermines and weakens the doctor-patient relationship and compliance. The parents are concerned about the use of medication in treatment of their children in general, and in particular when they are not tested for use in children. The practical implication is that parents hesitate to follow the instructions of their doctor, when the patient leaflet in the medication package states that it is not be used/not indicated for use in children. Even when convinced by the doctor, the Pharmacist – rightfully so - may alert on this. As a consequence, compliance may be poor and medical treatment not optimal. In this respect, when considering pediatric medicines, educational aspects of health professionals: doctors, nurses and pharmacists should be taken into consideration. Also the role of patient education and proper information cannot be underestimated for best possible compliance and cost effectiveness.

There are major concerns in the use of adult medication in children in terms of children’s safety, health and development, medicinal safety, long term effects, education and parental concerns. The evaluation of the efficacy and safety of medicinal products used in children is therefore not only of utmost importance, but also urgent.  It can also be argued, that current practice of using adult medication in children is not ethical. On the other hand ethical concerns in conducting trials for children should though be carefully considered. The Commission proposal intends to strike a good balance between the two.
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EFA European Federation of Allergy and Airways Diseases Patients’ Associations

EFA is a collaborative Network of 42 allergy, asthma and COPD patient associations in 23 European countries with the mission to improve the Quality of Life of people with Allergy, Asthma and COPD and of their carers throughout Europe.

EFA Vision is a European Community that shares the responsibilities for substantially reducing the frequency and severity of Allergies, Asthma and COPD and recognises their social environmental, economic and health implications. www.efanet.org
EAACI European Academy of Allergology and Clinical Immunology 

EAACI is an association including 39 European national Societies, more than 3,500 academicians, research investigators and clinicians aimed at: promoting basic and clinical research ( collecting, assessing and disseminating scientific information ( functioning as a scientific reference body for other societies health and political organisations ( encouraging and providing training and continuous education ( promoting good patient care in this important area of medicine
www.eaaci.net
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