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New active substance (NAS) median approval time for six regulatory authorities in 2012-2021
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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 2021;

(N2) = median time from submission to the end of scientific assessment (see p.27) for products approved in 2021.
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NAS approval time for six regulatory authorities between 2012-2021
Figure 2: NAS approval time for six regulatory authorities between 2012-2021 © 2022 CIRS, R&D Briefing 84
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NAS median approval time by review type for six regulatory authorities between 2017-2021

Figure 4: NAS median approval time by review type for six regulatory authorities between 2017-2021
o0 ¢—>Standard - Expedited © 2022 CIRS, R&D Briefing 84

00 - 434 (388) - ) —
400 r e |37|3 (z? 331 (300) 343 (342] 399(308)
P

l/

Median approval time (days)

300 4
A - \ 245[198} L 7
@ 250 (211) 243 (243) 266 (223 207 (206) 221 (221
EMA FDA PMDA Health Canada  Swissmedic TGA
O L L L L L T T T T T T L L L L L L L L L L L L L L L L L L L L L L
~ o0 O O i ~ o0 Oy O ~ 0 O O ~ o0 Oy O ~ o0 oy O ~ o0 O O i
= = = N ™ = = = ] ™ = = = ] ™~ = = = ™ ™ = = = ™ ™ = = = N ™
o O O O O o o O O o o o O O O o o o O O o o o O O o o o o O
~N NN N ~N NN Q\JNNNN ~N NN ~N NN NN NN NN

Approval year

‘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 in 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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