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Status of Orphan Marketing Authorisation Applications: 128 granted



 Adopted opinion by CHMP awaiting EC decision: 1  On-going applications in review process: 36  Extensions of indication in review process: 4  Expired – end of market exclusivity: 26  Negative outcomes for orphan MAA
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 55 withdrawn during evaluation, including 2 extensions  4 withdrawn register human medicinal products  13 withdrawn register orphan medicinal products after authorisation, including 6 extensions  23 withdrawn register orphan medicinal products before authorisation, including 2 extension  14 refusals
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* Including: 12 authorised extensions of indication 13 withdrawals from the register of orphan medicinal products (including 6 ext. of indication) 4 withdrawals from register medicinal products human use 26 removals from register after expire of the market exclusivity period



Prevalence for Orphan Marketing Authorisations period 2000-2016 Prevalence per 10,000 All orphan products
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