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Pediatric Medicines:
Maximising Benefits for Children

EU FOCUSES ON MEDICINES FOR CHILDREN
Currently over half of all medicines administered to
children have not been tested specifically for use in
child populations. Research costs and ethical issues
are cited as main reasons for the absence of spe-
cific clinical trials on children. In response to this
situation, the EU Commission is proposing draft
legislation aimed at encouraging more child-tar-
geted medicines.

COMMISSION PROPOSAL DISAPPOINTS

But overall, the Commission's proposal is likely to dis-
appoint committed campaigners for paediatric medi-
cines as it focuses primarily on in-patent medicines.

COSTLY PATENT EXTENSIONS... BUT NO
RESEARCH FUND

Controversially, the proposal would grant a further

6-month patent extension on products in exchange
for requiring manufacturers to run paediatric trials.
In the USA similar 6-month paediatric extensions
have been opposed by American consumer groups
as excessive and overly expensive.

To encourage the development of new paediatric
versions of established medicines (both off-patent
original brands and generic medicines) the proposal
will grant a 10-year data exclusivity period to any
products developed specifically for children.
Unfortunately, the provision is not expected to pro-
vide any measures to ensure that these new ver-
sions for children will be prescribed at national
level.

Another major setback in the proposal is the
absence of an EU Paediatric Research Fund.
Supporters of paediatric medicines deemed such a
fund essential to maximise the benefits of medi-

cines for children. This fund would finance inde-
pendent research aimed at establishing the most
appropriate strength and dosage of medicines for
child treatments.

PAEDIATRIC BOARD TO PREVENT
UNNECESSARY TRIALS

On the positive side, one important safequard pro-
vision included in the draft is the proposed cre-
ation of a Paediatric Board. This board will act to
prevent inappropriate studies and grant waivers
against obligatory studies. It will also conduct a
review of all existing information on the use of
medicines in children to prevent unnecessary trials.
In short, MEPs and Member States will have their
work cut out for them over the coming months in
assessing the strengths and addressing the weak-
nesses in this proposal

Médicaments pediatriques:

L'UE SE CONCENTRE SUR

LES MEDICAMENTS POUR ENFANTS
Actuellement plus de la moitié de tous les médica-
ments administrés aux enfants n'a pas été spécifi-
quement testée pour l'usage dans la population
enfantine. Les colts de la recherche et les considé-
rations éthiques sont cités comme raisons principa-
les pour le manque d'études cliniques spécifiques
sur les enfants.

Pour remédier a cette situation, la Commission
Européenne va proposer un projet de loi dans le but
d'encourager le développement de médicaments
spécifiquement destinés aux enfants.

LA PROPOSITION DE LA COMMISSION DI'E(;OIT
Dans I'ensemble, la proposition de la Commissi
va vraisemblablement décevoir les pro
engagés pour les médicaments pédiatriq
elle se concentre avant tout sur les médice
sous brevet.
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versions pédiatriques de médicaments établis (aussi
bien de médicaments originaux hors brevet que de
médicaments génériques), la proposition va garantir
10 ans d'exclusivité de données pour tout produit
spécialement développé pour enfants. Malheu-
reusement, la disposition ne prévoit pas de mesures
qui assureront que ces nouvelles versions pour
enfants soient prescrites au niveau national.

L'absence dans la proposition d'un fonds de recher-
che pédiatrique européen est un autre grand pas en

arriere. Les promoteurs de médicaments & usage

pédiatrique ont jugé qu'un tel fonds est indispensa-
maximiser les avantages de médicaments
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