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Approval time is cafculated from the date of submission to the date of approval by the agency. This time includes agency and
company time, EMA approvaltime includes the EU Commission time. N1 = median approval time for products approved in 20189,
(N2) = median time from submission to the end of scientific assessment (see p.26) for products approved in 2019,

PMDAIZ2011 EE M ERZEL NI DB ERMZ R R
2014~20164F (=&, 35FEHE T, PDALFHHE AL S DEERAME (P RIE) R ZEZZER

XEZHISEBOEEHMZEINAIZEET,
Centre for Innovation in Regulatory Science (CIRS) , 2020, R&D Briefing 77 6



2010-2019£E(cHIF BFAB D DEE AR

(25-75%%51)E) DLEB

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
Median mEEEE 25" and 75™ percentiles

800 / \
600 - l I
n | A -
2 Ll i)
nAuanniin I'
Povmaatt. - o b
s = .'.iu. . Lalal | n. M ..I .." 'V"v;”ﬁ:":"‘l
£ R MALARAE A ‘e’ “g
= o [ TLLL “ftu¥iy Ju
m NN
G
8 200 - I |
a
= EMA FDA PMDA Health Canada Swissmedic TGA
o +rrrrrrrrrr—r—rT 7YY TTTTTTTTTTT T T T T T T T
OO LOWDSKATY O AN STNWORCAqY| O AitNMISELOWO NSO | O v AN TLNOM-CA T OOt LoD~ O oA < LoD~
2o e e b & e 8 v e e 6 e e sArAdvdrdcdrdyd v~ A Avdvdvdvdv i HArdrdrdrdrdvAvdcd~d s drdvdvdvdr—Av —Ardrdrdcdrdcdr—dvii
OCOOOOOOOOO OOOOOOOOOO\ OOOOCOOOOMOO | OOOOOOOOOE OOOOOOOOO0 OOOOOOOMOCO
N N EaN T P [ N N P T BN N N TN PN T PN PN TN FeX NNNNNNNNNl’yNNNNNNNNNN NP O I S NN O] O O oS O O e e

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.

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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‘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 = overail
approval time for 2019; (N2) = time from submission until the end of scientific assessment for 2019.
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