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New active substance (NAS) median approval time for six regulatory authorities in 2011-2020
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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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In 2020, FDA had the shortest median approval time (244 days), which is likely to be due to the wide use of FRPs. This
was followed by Health Canada (306 days), PMDA (313 days), TGA (315 days), EMA (426 days) and Swissmadi<(470 days)

20114 L&, PMDAD BEEIM X 25%F 1 ILIEE75% 21 ILIEIZ
RELGENGL, PRMEZLI-EBEETHRG

Centre for Innovation in Regulatory Science (CIRS) , 2021, R&D Briefing 81

12



2016-2020£F(CH T BF B XD D

BEmEtEBEEEREOETHROIER

NAS median approval time by review type for six regulatory authorities in 2016-2020

Figure 4: NAS median approval time by review type for six regulatory authorities between 2016-2020
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‘Expedited review’ refers to EMA ‘Accelerated Assessment’, Swissmedic ‘Fast Track’ and FDA/PMDA/Health Canada/TGA ‘Priority Review’.
TGA introduced an expedited (priority) review programme jn 2017. 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 = overall
approval time for 2020; (N2) = time from submission until the end of scientific assessment (see p.20) for 2020.
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