EMA Market Authorisation

CURRENT

Medicinal
Products

PROPOSED
CHANGES

CURRENT

Orphan
Designated
Products

PROPOSED
CHANGES

8 years baseline +2 years +1 year

o Upto 1l yrs
Regulatory Data Protection (RDP) Market Protection indication +“842+1”

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

8 years baseline +1 year +1 year +1 year \

Up to 11 yrs
_--- ”8+1+1+1" "

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

* +1 yr also possible for AMR up to 15 yrs from legislation or up to 5 vouchers issued

10 years
10 yrs for each orphan
| Market Exclusivity I indication

9 years — “Regular” Orphan

Either 9- or 11-years
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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