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New active substance (NAS) median approval time for six regulatory authorities in 2010-2019
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NAS approval time for six regulatory authorities in 2010-2019
Figure 2: NAS approval time for six regulatory authorities between 2010-2019 © 2020 CIRS, R&D Briefing 77
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In 2019, FDA had the shortest median approval time (243 days), which is likely to be due to the wide use of FRPs. This
was followed by PMDA (304 days), Health Canada (346 days), TGA (346 days), EMA (423 days) and Swissmedic(520 days)
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Figure 4: NAS median approval time by review type for six regulatory authorities between 2015-2019
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‘Fxpedited review’ refers to EMA ‘Accelerated Assessment’, Swissmedic ‘Fast Track” and FDA/PMDA/Health Canada/TGA ‘Priority Review”.
TGA introduced an expedited (priority) review programme in 201 7. 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 2019, (N2) = time from submission until the end of scientific assessment for 2019.
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