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New active substance (NAS) median approval time for six regulatory authorities in 2011-2020

New actiggosubstance (NAS) median approval time for six regulatory authorities in 2011-2020

emus | | JROPE oo SA engpms [APAN esfus CANADA empue S\W|TZERLAND esfifss AUSTRALIA

i 470(297)

426(370)

g 313(272)
306 (305

744 (2434)

O e ———
e T —————

—

200 +

Median approval time (days)

PMDA:313

© 2021 CIRS, R&D Briefing 81

O | L} 1 | | | 1 1 I 1 ]
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Approval year

Approval time is calculated from the date of submission to the date of approval by the agency. This time includes agency and
company time. EMA approval time includes the EU Commission time. N1 = median approval time for products approved in 2020;
(N2) = median time from submission to the end of scientific assessment (see p.20) for products approved in 2020.
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