CHMP opinions for medicines for human use

Positive opinions in 2014*

2014

Total

82

New (non-orphan) medicines

40

Orphan medicines*>*

17

Biosimilars

3

Medicine for paediatric use

1

Generic, hybrid and informed-
consent applications

21
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2010 20 4 1 26 12 2
2011 38 4 0] 45 13 4
2012 30 8 0 19 10 8
2013 46 11 4 20 8 5
2014 40 17** 3 22 6*** 3

* These figures include one positive opinion that was adopted following a re-examination procedure.

** This figure includes three medicines for which the CHMP recommended conditional approval but whose
applications were withdrawn by the sponsor prior to a final decision by the European Commission.

***In February 2015, the figure seven was replaced by six as one application withdrawn after CHMP opinion was
included in this category in error.




