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CHMP statistics: June 2018

Positive opinions on new medicines

New [non-orphan] medicines ..

Orphan medicines ...... 6

Biosimilars 0
Generics / hybrids / informed consent . 1

Negative opinions on new medicines

Negative opinions 0

Positive opinions on extensions of therapeutic indications

Extension of existing indication ....... 7

Withdrawn applications

Withdrawn applications 1

* The total number of negative opinions has been amended from six to five to reflect the positive opinion adopted by
CHMP on Nerlynx following re-examination. Nerlynx initially received a negative opinion from the CHMP in February
2018.
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