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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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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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Figure 2: NAS approval time for six regulatory authorities between 2011-2020 © 2021 CIRS, R&D Briefing 81
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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.

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 Swissmedic(470 days)
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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.

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), TGA (315 days), PMDA (322 days), EMA (426 days) and Swissmedic(470 days)
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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 fn 2017. Approval time is calcuiated 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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‘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.

BEEREOEERMEIEX2018FE ~ 2020 FE CII3FER{R THANEHRZZELANIL
2020F 2B NWTIE. BEAEEZEERBICTBLWTHEHAERE

XETELSHBOFTENMZEZEINAIZGET .
Centre for Innovation in Regulatory Science (CIRS) , 2021, R&D Briefing 81 4




[175—)

FHM2HE3A~TMIFS ARICEFDHENDEAEERDO R RKEBHRLCGMP/QMSRHEKH (VI F
) 2 ’DL\'C} zn;al_a;rjﬁﬁﬁ'tliﬁﬁfﬁt LTHEELTEYFELEDY, REOERBRICEENATSVFELE
DT, FTIELMV=L

=

B0 T IA I ARRAEN R ICES I SHUH

O %ﬂZfFEILBUZ)#ﬁi]DT'j{ JLXEﬁi_nnECDE: s - SR 3R

(SRR (B %)

EEM — (EHIRZ)  — EHIRR) 0.1 8 94 A
(B0%% - JLAE)
249 F 114 eR 2 Ehh1 & 1.95 8 94 B
EmEm1E (80%% 1 JLE)
EfEHEE R EHEERS 2 14 114 0.84 B 104 A
(BEEEHY) (60%% A JL{E) (60%% A JL i)
B EEESS 4 {4 2 4 1.6 8 645 B
(BRER7E L) (60%% 4 JL1E) (60%4  JL{E)
EREEHES 15 4 4 10 0.645 8 44 R
(60% % -1 JLIE) (60%% 1 JLAE)
FENEZHRAEES HMtmiaEmE 4 9 124 - 1.7 A 124 B
(60% 3 A JLE) (60%% 4 JL{E)
1HE fn B 3 o - 1.4 8 14 R
(80%4% -1 JLE) (B0%F - JLAE)
SCHERR - EEOINSEEZEIZOWTIZ 1R BEAYERIEEMNESENS., T, 8B - FEOETFEtRERTECL DL H S,

O BH2FEICSITBIFRELIOTIAINADOF > ERBEFRE D SEHEFEL

| kM

R OOF+9AILR TS FUEBBRIE (e 081 858

HKEHIES AKEE. ¥SH2FE3 ALIERICPIDALYEEFZITVWEEFBENREL-MERS,

[F1)] SH2EIA~SHSIES AFxEBAORMEE G -

[ 2] SH2EI0E~SHIES AFBSOHE O FIAILA DO F AR ES - 1 294

11244

BREE2H. DO0F ., ERESE2 4. BN EMAEERE O

17

FEIO0F>FDA JbZﬁ'&ﬁT’ XERICEI9 SHHH

O w2 fIEE[LEBUZ)#ﬁi:I OF Y1)V AEEmE DR

(SE#R) (B#R)

- AEFE

E%ﬂﬂ
79 F
EfEtas N R ERERR
(BRERd Y)
R EEMEESR
(ERER7Z L)
BREERMESE
ENZAEERS EMBEFMRE
W B
N

14
14

214

4

154

494

314

- (FFESE)

1 0

144

2

4t

124

O &

- (FFEEE)

Ehh 114
=m 14

144

SH 2 FEICSTHFAELIOTVAILAD I F 8 BRIE O RHEFEX

| si#H

FROOFI9AIARDY FUEBEIE ($f2E108 1850

HEHIFESAFRE, XEH2F3 ALUEICPIDANEE X ITLWELEFEBENREL BAERS,
[51] FH2E3A~THIFTES AXFROZEREHE - SMEFE2H8. VVF 364, ERER2Z 44, ANEFREEMAS 9K

[5 2] TH2FEI0A~FSHIESAFKHKAOHEYE IO T VCILAD Y FUEREBREGK -

129

0.15 8

1.95 B

0.8+ H
(60%% 4 JLiE)

1.645 R
(60%% - JL{E)

0.6+ H
(60% % o JL i)

1.7 H
(60% 42 - JLAE)

1.445 H
(80%% A JL{il)

- FEOWMSHEICOWTIZ 1 RIS Y FHIEEASTENS., F-, #F - FEOERTEREIFELZLOLHD.

94 H
(80%% -1 JL{E)

94 8
(80%5 A JLE)

104 B
(60%% 1 JLIE)

64 B
(60%% - JL{E)

445 B
(60% 4% - JL{AE)

124 A
(60% 2 - JL{&E)

=
(80% 42 - JL{E)

11244

17




	正誤表【資料1ー2】令和２事業年度業務実績（参考資料）
	正誤表【資料1ー2】令和２事業年度業務実績（参考資料）2



