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We received several excellent comments regarding the potential future
strategic activities. Analysis can be done by reflecting these to EU
Ped.Reg. and new regulation objectives informing the Enpr-EMA mandate.

Article 44

1. The Agency shall, with the scientific support of the Pacdia-
tric Committee, develop a European network of existing
national and European nctworks, investigators and centres with
specific expertise in the performance of studies in the pacdiatric
population.

2. The objectives of the European network shall be, inter alia, to discuss priorities in the

2. The objectives of the European network shall be, inter alia,

to coordinate studies relating to paediatric medicinal products,

to build up the necessary scientific and administrative compe-
tences at European level, and to avoid unnecessary duplication
of studies and testing in the paediatric population.

FOCUS ON MEDICINAL
PRODUCTS / MEDICINES
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Article 95
European network

The Agency shall develop a European network of patient representatives, academics,
medicines developers, investigators and centres with expertise in the performance of

studies in the paediatric population.

clinical development of medicines for children, in particular in areas of unmet
medical need, to coordinate studies relating to paediatric medicinal products, to build
up the necessary scientific and administrative competences at European level, and to
avold unnecessary duplication of studies and testing in the paediatric population.

= To coordinate studies

= To build up scientific & admin. competences
= To discuss priorities & unmet medical needs
= To avoid duplication of trials
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Enpr-EMA Strategic Aims - proposals and comments

Regulatory texts leads to the “Clinical Trial Period” and Scientific & admin. activities
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