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EMA Market Authorisation

Orphan
Designated
Products

B years baseline +2 years +1 year
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Uptollyrs
+B+2+1"

Inc. 2 yrs of auto matic market protection and +1 yr extension for new indications of significant clinical benefit

8 years bhaseline +1 year +1 year +1 year -\

Uptol1lyrs
“B+1+141" *

Automatic market protection reduced to +1 yr. +1 yr for unmet need/comparative clinical trials etc; and +1 yr for new indications

* +1 yralso possible for AMR up to 15 yrs from legislation orup to 5 vouchers issued

10 yrs for each orphan
indication

Either 9- or 11-years
dependent on category of
orphan designation

11 years — “Breakthrough” Orphan

9 yrs for “Regular” orphan products but up to 11 yrs for “Breakthrough” orphan products addressing unmet need
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