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15 August 2017
EMA/231225/2015
Human Medicines Research and Development Support Division

10-year Report to the European Commission
General report on the experience acquired as a result of the application of
the Paediatric Regulation®

Prepared by the European Medicines Agency and its Paediatric Committee

Note: The report covers in principle the period from January 2007 to December 2015. This version of
the report is an update to the one provided to the European Commission in 2016. The scope of the
update was to include data from 2016 into key analyses such as the number of paediatric medicine
authorisations and paediatric clinical trials; the reporting periods are indicated in the respective

analyses.
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Figure 1. Number of centrally authorised medicines for children in 2004-2006 and 2012-2014 (new
initial marketing authorisations, new paediatric indications)
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Figure 2. Proportion of clinical trials that include children
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Note: A paediatric trial is a trial that includes at least one participant below 18 years of age.
Source: EudraCT database
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