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Abstract: Drugs are authorized through expedited review approaches by European Medicines Agency (EMA) with preferential
policies which accelerated to the market, meanwhile, they should also accept stricter post-authorization regulation. This paper
introduce and analyze the post-authorization policy requirements of drugs authorized through an expedited review approaches in
EMA. Combined with the current situation of expedited review and relevant post-authorization monitoring policies in China,
detailed suggestions were put forward with aspects includes the conceptual understanding of administration, establishment of the
laws and regulations, the necessity of improving of the re-evaluation system, to improve the pharmacovigilance system in China.

Key words: European Medicines Agency; expedited review approaches; post-authorisation regulation; safety monitoring;

pharmacovigilance
NI RMERA IR OE AR R B0 R EZG S br e PPIRAE R R L B B T 2 Pk ik o

T, $ R I PR T SR AR 0 A2 24 1R 3R A, B VI IE , W I A N R S B B TR 4
N 25 i % # J5) (European Medicines Agency, EMA) AN T TR A A R O v AN e (10 S 0 K e

Yrks BHEA: 2021-04-08

EEWB: BEPEGEHRFPEGT R E I (201507004) 5 B E00 24 0 B LA RO A5 sV A OO &0 R H S 7 G IR
B(ZBW-2017-BISP-10)

B—EE: R (1993—) 55, 8- WFFTAE  BF 7807 A0 A P 40 WA R I PR 5 6 78« E-mail: whh0917@bucm.edu.cn

*BEMEE: 5k ), AL BE T 0L BE T 07 RN IR PPN S 254 . E-mail : yty0616@hotmail.com
AR, R I, 3% AT T I LA S B 7 1 A AR R 2B A A /i B R 2GR . E-mail:yxh0616@126.com



+ 1150 -

$F44% FE6H 2021F6 8 ‘ﬁﬁ-#ﬁﬁtﬁ: Drug Evaluation Research

Vol. 44 No. 6 June 2021

78 GRS B T BOINAOE 24 VE AN b T A AR
FERR 2] R B & — B BRI S  (H I Bl
J 5 32 LR v VSR D P AR M R ) R
B 2% 1 4t #E (conditional marketing authorisation) Fll
%% 151 1t #E (marketing authorisation under exceptional
circumstances) b 17 [ 24 ity , 9 25 B A7 72 i R 25040 A
T4 WG DL 75 SEAE BT IS B AT T 0 4 Ry
5E X %% (specific obligations) Jf 1% ¥ 5¢ 38 % ad - KUK
. BbAN, EMA A T LAY RN T
FEER A PEZ I BTG 2 AR R, A Sl A G
I, A B 93 Ak 2 56 35 KRR R PRI A BT fS
WERRRE—ENS%,

1 EMA %57k SR E A

W S A v R VT IR 24 o R E O b v R PR AR R
PP MBI BT 28 A 4N K R R VT R
A% N3k 5 P (accelerated assessment) - [ff 5% 14 it
fE RE G AE R AR 6 24 W B eh 1F &I (priority
medicine, PRIME)4 F i, 15 7E 9 - 53R 45 2
VAP AE s <TPZT I A (I T IS i S
L1,

WK R 24 i 4R Tk DT T A 6T B I PR 0 A
BT 24, SR H 4 VT I (A] | R A A R A
ANTE) SR T B DA PR 24 i b, FORE AT R
NSRRI BRI E CBRERIES

TR Bk A 1308 3 R IBCAN 7] P S s v, AT LA [+ 25
i1 B S o O O = T IE A B 1 7S VA SR 2T
BRI R BB S T 8 i e R S Il E AR
XA 75 5 1 24 i ABIF R R b T 21 b T S A Y
o ig P
2 FRETARLITEREEERR

EMA B0y T ORI A AT 25 22 4, AL 2 b b Tl
Jr i 2 4 W AR IR RB D AL T A
HE RS Z R EERE R Hr W E
T A I AR % 07 BORURR AR B, B 5 ik o
DI TE rp 22 4 XU v B 245 it 5 G G 2 B 2% A St v A
R v BT 0 24 i, A 2 A I & R P A
H TR BR R LR, O 58 T R IR DT 24 Y 2 A RS
SR TR PR
2.1 HAKR

REBR PR 2 i BT R e A HS A R T
R 2 L2 A RO [ I AR T] CEMA BL K 24
i b T ¥ AT £F A A (marketing authorization holder,
MAHD %5 4 57 o EMA & % 4 I B 1 4% 10 358
11 R ) e T R R 2 AR F il & R
4> (Pharmacovigilance Risk Assessment Committee ,
PRAC) , 1 A T 25 b A RN HIBIE A, 1Al 254
B AR SRR TP 2 i 2 S B . MAH /2 R ik
o PR 2 il 22 A I SR AR, AT Dy B sk

*1 MBEHKFITEEBRSTR
Table 1 Policy characteristics of expedited review approaches in EU
PRI IE A A1 v B 2% AL i i T RS2l TR
MUA I [A] 2004 4 2005 4 2005 4 20164
ERIXIE AR RS e v, B e e mRese . EWeiie. Bl bEveior I AR I8 17l o P

M LSRN Z AR B R 2

FEARI IR R, BB TiRT

T E R AR IEAERER I SR ER

2 FEE RIS AR R RESRIZG R ASETAERIRS HEA I
BRI LT L i {eUFE s RIS 1082
BHRER IR S A SRR A e IR R AR SEREIEIARTH T IR S WD)
Hdh Hdfs [ZR TP
BRI LR R FE R R i TR LRI 8 S, PRORICE SR EER,  OZiiiR M Basit 5
DIARAS SRR W2 S AR R R e R 5 Ef e TN ] PRI TRV
IREF kg L GIEIR]1A QIORAERIE @ LT s B A
150K I FEiE
O SRS AT RIS
FA B R BE
TEE S ARl
BRI 25 AT OFFE 5% THE BT R Fe- RG] Ok 5% TFE LT Ei

MR R
@FEIIE R, AT, FL AT
EREFRRY

@_ VAT HIOA 1 42, ST
S EFREN




$F44% FE6H 2021F6 8 %!‘ﬁiﬂ';ﬁti Drug Evaluation Research

Vol. 44 No. 6 June 2021 + 1151 -

Bt 0 YRR 8 5%, TR BT JE 2 e et g, T
T8 35 N XU 8 T A R DA L I AH O X IR
o W 2 51 2 U A7 DT AR 40 25 F 1) LA LR v
AR B BT AR 24 i BTV RT RO .
22 tHEREKERK
221 REEHER sk b e R E LSl
24 it A A i JR T XU TR0 5 BT 4%, EMA B8R HRHE A
1E 2 b bl ET B R 2 X B A R (risk
management system , RMS) « fill i& #H 87 ) X 87 BE 11
%l (risk management plan, RMP)™, H K55k 87 F
24y ity ) RMP BR3BAIE — AR Ah , NARF ) G BL R 3
HNE

(D IRVEH R KFSAE S < Bk 2 RS B (missing
information) 3= 2L 4 24 it £ JE L8 T H 34 ml7E Ry e
AL A (22 A PEAE SR B R , EMA R A IX 26
13 BEAT 43 BT AE R, SLAE RMP A TE A0 1A B2 X
W6 A5 B R AE VRFAE S BIE AR 4 DL B 7R Bk — 22 iR
ol ) A 5 55 I 52 58 PLISCER | 56 3 ik 2 KUK 15
BN H 250 Rl

() RVEFF R AR AZ B X T A E 2
RMP E2 3K 75 FH W A B A 6 24 i 2383 591 A 7 1) F
2 MU BEAT SEVEAARUA , J0 I DU B P71 T
Je 3t ¥R 97 R 25 77 b (advanced therapy medicinal
products, ATMP) , 1 T H AR5 7k (0 AL V)RR, 38 B 2%
& RV A48 R 2 DL M o A R R A A% i Y
A o

(3) VRIRBA 24 W8 LA Tt - RMIP 2 5KK A Bk
EPE 24 il R E 5% LARCRE B BT JS AT ST AE i
AN 25 W A i A e DA R e B 4R AT ) B A
A, N2 NG ST H T AT BL A S B
() HE 22 45 {51 a2 45 451 4H 9 1 R 8 R 5 S 55 T e
WERRSE T L 78 AH L ) RS dz /N AR H8 Tt S 2 E 7
FRAE IR AR 2F A2 1 B A5 o A TR B B PE 24
R AH 5 U4 S
222 EbdiE et o TAEARE LS
R H) E T 5 %2 4 M 9T (post-authorisation safety
study, PASS) , [k 1% 7§ PASS [ — M B3R 41, Bt 46 1
FHb #E N AR A5 4 A 24 g B A TR T VR Al I R R S
PASS R 5, B 11K A AR S5 I e IR
I, BE 2 R 5 MAH 78 L 10 B 18] py R PR 5
FRRE B AP AR B 4 3 et e oAb, U A%
ALV 24 i 1R MAH R AE B 78 523 0 5 5 1 8 0 1)
(v, S B R OOC T BT A W A R A U, B
FIT IR Ja 38 N2 55K B AE R PRl (health technology

assessment, HTAD #5155 ) 75 AH ¢ J7 9% T+ Jy &
TR AT BT R AR R R, DU R Rk - XU
KU TR 2, BT e R ) Ak A -
KR £ A7 2 WA, o DL AE T T A (Non-
interventiona) PASS 1E 4 = HAF FL AL .
223 ARKRMNAESHEMEHR EMA KT
Eudravigilance % 4 P& & 32 1 AH X 578 & A R X
M (adverse drug reaction, ADR) {55 5 # 25 Fl45 B &%
48, G T A N ER R T SO DL AR A
T REP IR AE o T VTR ARG TR R 5 & R
R H VT 24 i (1) ADRAE 5 4 75 A BB 5 A OG7E BA
4TI

(1) I3 T 4R 30 A 245 U = el T A7 78 XU A5 B
Gk 2K EMA 25k MAH 75 5 55 G VE SR YR I 2 %
2, ARG ADRE B . FEEE T T Al Sk U A 1)
2 i 2 B B REAE N A B 42 4 i 15 (individual case
safety reports, ICSRs) [ 4l , Jo 18 22 17 & 4 7T %
ADR, Rl &%k T 15 b 17 7 BYPR 5 A 2500 s S 1 24
mitt» EMA 25K 8 37 AH B 1R 24 i % B AL, 7R
9 BT VRRT ) A, BUE RMP A dEAT AR

(2) RERF € 25 0 (A M - X5 H T B2 0
BYME S AR A P AR R T 24 i, EMLA B SR I
LA MRS B R A SR RIS T
A AR N ICSRs 1E 15 H N B4, IR 47 )5 82 1Ak
FETE . ICSRs H A HF A ) 5 5 = I PR A 28012 11
W HE , 2 % ICH il & 1 (& 1% 3 & % 1
Y (Medical Dictionary for Drug Regulatory
Activities , MedDRA) FRFE G R AR TER IR « X T-@ ik
R A P b A G T EE DR R T L 3 B OV E
AT B AFAE G P S5 P PR AR L F PR B 4 S T2 TR AE
559

(@ Z 5 BT E WAL AS B SYSCER 54k
B 0 TR S5 T T R BT R RE AT
EMA %I 3k MAH & . & R % fF (adverse event,
ADE) fiE £ #2 15 (solicited report) 1k % , £ Zh U £E FF
A THVE S 5 R kA2 1) ADE S 145 S, 5 AR 4 JL 17T
FEBETH 2R AL I A B SR EAT R OXF TR IR
GEEHE I BT S AT PO AT, BB SR 4 1 R
B IAE S DOE BT IR 50 &R VP Al S R BE A
ADR )95 515 A7 2 ICSR _E4H, i% ICSROKE 4 41 A
TESER A (5 H R A AHIX D 3258, K4 ADE N.AE
HH R 2 A A AT RN B W LR R 2 s @ T
Bl —OF W B SR AT, R R
ICSRs, #H 3% ADE/ADR $4fi N AEHIF 78 ) 3] 22 42 1tk



+ 1152 -

$F44% FE6H 2021F6 8 ‘ﬁﬁ-#ﬁﬁti Drug Evaluation Research

Vol. 44 No. 6 June 2021

ST AR A SR s R B, X T ik st
(¥ 16 R 3R 5 1K 48 5 4 2001/20/EC , A0 B 3R K 1 4
TEHAMARKEMEMY™EARK
M (suspected unexpected serious adverse reactions,
SUSARD G B , H. 75 45 45 [ia) A8 38 1] #8252 1 56 241 1)
RAEH A BEALL ADR B0 305 B DA S 2 1k %2 4
e o BLAh 0 TR E B E i RGEVEMESE ADE Y
It PR A 56, 75 0 i 5 i AR 122 i M0 8 2 B0 90 3, 5 R0
AT 4% % ADE/ADR 4 MAH, 808 H K iR 5 &
g8 LAk MR ERT] BN A < 24 ADR 5 B 421
e

(4 EAN I - EMA KUSE 5 B 2% 11 At o 24 i DA K%
SIS 2T A A PN LY = I T N
M Cadditional monitoring , AM) [ 2 ity 5 5. , 18 i 75
Zimh U AR R OB S AT R
RIS TT TAE 2 24 32 3 58 9 7™ b B 75 00
HM 2 X 25 T AR , £33 B4R 5SH ADR
B2,
224 HifEMZEMEERRE  EMA ZKMAH
WK VTS 0 P 25 % 4, TR I T A % 26
it () 22 A EAE R RN A8 24 T ) 2 4 1 R A
%4 (periodic safety update report, PSUR)"*' . PSUR
i A E A R R VT 24 R B S5 I 5 S L W
£ S R S RGN EE R ER ST S
I H. 3 VT SR AR A0 75 T8 39505 24 it >R A DRI o 7
78y, B S MAH Rf € 55 )5 3l PASS J »
P T) 25 T 30 B0 P SR 00 T D X 42 o 95 e 55
AR IR HEDF I 28 ok 2 22 4215 U2, PSUR IE N T 48
033 24 it o 3 SR B AE AR R N b B R A L 5 O
HERERZENER.

A, BRI 2 2% H AT 5 (EU reference date
list, EURD list) X % A A [/ 3 44 o7 303 1440 Jod 25
A 24 i 3R A2 PSUR H IR [] 59 s A1 A 3R AT 1 48—

E « #5245 it B VEYI R )N EURD list, I 75 4%
HEb T T 2% A SR R I TR) R AR £ 5E PSUR , 24
il $2 38 PSUR (1 Bk RARILAE 1ok 2 PSR b 25
T 5 $2 B8 — M LR 4222 PSUR 4% T V0] I bl J& 2
ERTONHIRE, Z G2 FHERT, B2 53
FHEATIRAS . XTI R AR HE 2 STl 5, AR LT
Ja SR E 2R 6 4 H EA 1 X PSUR, i A&
R T VR 24 i K 2R T & BVE PR B R R K ) 2 A
M HHE EAT %5 &, 25 EURD list 8177 7 o] 23R
HATIRAZ (AR 2)

2.3 FEHIMEEN

B 2% A L VR B 25 B OO 148, O T 4EHR
an BOOR A, @ BE AT 4F B A VE M (annual
renewal)" . EMA 3K MAH W 75 4 %8 i a 270
6 1~ H #2238 PR VR M R 3R, 15 00 BT VR TR B sl
PTG I M I 75 4 52 22 AR P AR E LS5 1 58 G
BB FO6 25 1 L L T S e A MR AT AT O DA
Lo RMP BEHTIR B 45 24 i 4 PLAE B it PRAC BEAT H
1% AR B A% 2 L B PRI IR 285 1) A8 BE RS A I B
o AR VEAL i 55 (European public assessment report,
EPAR) E#HAT AR HARRAENE 1.

o AL 24 W AR BN 5 4, AN TR EHEAT A
FEE M, B 2 % O OVF 4 (annual re-
assessment) , W B [ THF AR 48 b 117 J5 AR 1) 22 4 1
B VP4l FE R e - KU T AT, AR H 4 LB L
BB IERBURAS I PE o
3 ERAREEESER(NMPAMMRA SR EHF
Y Rl

2015 4 [ 55 e A A 1 (I 55 e 5% T B 245 it 2
I 25 CEE DT B A R R R L), B s BAI R A
1B 3 100 B 25 90 G038, A8 AL B8 24 1) | PR B AR
FP o 765 ] 245 it v A e A o) R N N 4R )
[ JTAE SR , NMPA X iR 24 it o 91 8 it A =X gk

T2 ZORAHEREITH R PSURRIMR K EX

Table 2 Examples to illustrate the submission frequency and requirements of PSUR of drugs authorized through expedited

approval approaches

2 i Polivy Takhzyro Elzonris

W% T B 2% 11 Stk i pIIPE TR e L

i PE R polatuzumab vedotin lanadelumab tagraxofusp
YN EURD list = 7z sz

PSUR #2232 4% 61~ H 14F 61 H
ERERASIN (8] 202142 H17H 20204E 10 A 31 H 202142 H3H
T REEAS KR B E 202146 H 9 H 202148 H22 H 202147 H 6 H

T IRFEAZ I [A] 202148 H 18 H

2021410 A 31 H

202149 A 14 H




$F44% FE6H 2021F6 8 %K"‘iﬂ'{ﬁti Drug Evaluation Research

Vol. 44 No. 6 June 2021 + 1153 -

EFEE
ez [ MEFE [ pee
= | MR RS

B R)

- RO :
3 [ e s
1 I

1
[ EnEEeHR |
1
I

| BmxmRes |
SLEfE. H. BEEHE |
| SRR P S LB |
SURALTIE |

! PLEE. B, TEEHFT |
o EEE AR b

i L 4. BaEE NS RATIR |

| 1 1
4%WME|—%|E%ﬁ%ﬁﬁﬁﬁ%|%ﬁﬁﬁﬁﬁﬁfwjﬁﬁ\m%\QEL$#H|
[ 1

Hi5, BREENSRIR |

B1 REFHFETREREEERBEMINGER

Fig.1 Evaluation systems of safety monitoring and re-registration of expedited approval approaches in EU

1T 1 27710 2 M BEIR R , 24 5 o V7 57 41k i B2 o4
AR T KRR, R KA T R IR T 25
FE 77 P S5 A U 7 A0 5 o VR | LA 77 A O
AR R AR S S, 5 2005 47 36 it 47 1“4 731 B
7 FR P — A g T R R R A ORI IE )P AE
A8, 2020 4F NMPA KAT 7 BT 1L i i B
IR, By ok Lk AR &, ERUS
F B3 4 B b o 37 5 SRR P 0E A R JEE ,
V2 T A 2 5 A P R R R, M e
24 i o VP R B e TR SR AT AR

TR b TR R DL 30
4 ZTEFREHFKEFIARLELTELEESNENR
NMPA 2 i 8 P8 b 1 — R B AEH A ECR
B K B0t 7 R 24 v AR Il 8, (i aE T O B A
124 5 B E AT R (BT B 6 125 24 F R
B, U Ae] S UARE R B VR 24 i B R RR SR R R AR B
R Z NEEAE R B A, NIBOR EESR B R
W R Z T, S 24 T 00 245 ) 2 O RT AN #S T
I B KRBk . 5 EMA AR EL, B A 3 E R 2k 5 0P
P AN ] AT AT — s 2200, B Z B W BT R R

®3 hEGRMREHEREE
Table 3 Expedited approval approaches in China

LERIIEEE e 5 BV A At B S5 A A1 1A EX AL REEREIEY)
AATETE] 2005 4 2017 4E 2019 4F 2019 4F
SRR KRG I A EREE F AP R I ARG P
AP RIS AP R

I MAEEA ETRR ORAWRIGRIER
RAIEPAERRZ 2o
2 QPR E I Y]
S 7R w TiESTT
HAE, MRS
AR AL TR
(EliESTT

ORFEHESIA LA i E G
B AT W2
@A PAETT TS FT 2

B O OB R

BRAM 240 A EHPFRIR FORIIZG T3 R
e R @z HPEhL e REE 5 S5 5l TUIMPR A G » SO VFIR
@MZIE24hN HEGCPIEA Hi_ETT.
APBAE L O dFhLitse  QHRFASEH
ZHFGCPEA HRAEAS
ErifE gAANE AN AR TR E OGRS T3 T 3
i OFEHUE IR IR R E IR

O P OISR

FERRAT G S A R
A R R T AT
RGBT 2 ek R
W

OIRAREHE R AT L TR Oy U Rl B R T

IRSFAHOCHIEFT, LAkh e Fil 2

VIS I S L
L/iv-stizid

TES R FTEARS
GREiwliibC]

AR TR E




© 1154 - $F44% FE6H 2021F6 8 ‘ﬁﬁ-#ﬁﬁtﬁ: Drug Evaluation Research ~ Vol. 44 No. 6 June 2021

I M B ) R ) AT 4, i AT 2 A TR G A SRR R AR IR, DAORIE PASS B AT R & .

W ELK @R EEREEAMNN Ed AR 433 RH AR FE PN EEINE) il
s

ERR,BERHE LT3 A,
41 ¥'AREEGEAHUE NESIRERE

FrBAT (2 A ) L R T ar AW I
B, AL T BRI R GEM A S 4
FAE B BER o B AR S B IME) 5N
R b T E MR I TR B A S T B
Je B AL o DS IR SRR Bk R VT I 24 5 BT
AT 5 2 4 W AR IR 4142 , 7T 15 % EMA 04
36, 4k SR A AL R IR B VT 24 N SR B T AT R
R AR R B SLAE R P R, BRI E
BN R I PASS < IR V4 3 25 2 4 W 1 B AT
R $2 5 DT SI2 BT FH 24 IR %) 4 88 B 0 AN 3 7
L,
42 B MAHNHMERMERTE

TR 25 ) R o R VS ) W T
MAH X 26 )% i A 5 25 A B AT, ] o2 W A Ik
M LA TS, N5 V& SE AT I B MAH X RE ik 5 vF
24 i [ 24 P 2 AR R R, R E R RO
T PASS  JRU: 42 il 45 it 6 AH G R I BC B 1AM S
BARSE G E I, 384k MAH 2590% 1 E AR 5T4E , Inos
i Ml P R 1) 24 A AR T 8 A 4 T R AT L
SE 1) b T R R T R R AR W AR 4k ADR
PSUR 5 T34, DACRFE A AR 245 %2 4 .
43 H—LEEBENSHITFNER, SIFHRE T
M EHRRENBENEE
431 MR HARRMNENA R HEEITE
BLRR R B VT 24 A7 TE TR 2 A P A5 R B Y M ) A
2o DLE G LTI S5 (0 98 75 10 R R 1) 3B FA A
A R NAE R, T % EMA ZA0 W I i B2
ST AT R B A AN S AL A B v R AR R 2
NSRRI B VT 24 1, B B AR AR 1 0 2 4R
A2 ADR. L Ah, 16 ] 3 3o 5 3 B X 457 G LA
FF- 22 A A VA IE , BN SR IR B VT 25 8 1 1
WAE B AE T2 A A, B2/ 1) T FE A B
B e o A B SR AE 2 3G
432 H—PEE LW % A AT 5 E
g BN I PRE 7 IR 2 18 PASS &40, 55 FE i) 72
2yl T S e A PR A HE OO LA AR 5 MAH B2
M FE A O AR, Y 2 i b T S IR 5T 5 B
AT H T AT PP AR A s A B BN 98 S 3 5 5 MAH
(Y74 38 , A MAH %1 6] A7 75 JRUSE 1) 45 o VT 24 i X
W = B M TF e PASS, [FI I, 58 35 A0 BL A 4 &

G (25 B VP B HL MR , MR T XS Rk H VT
25 i B T e 4 R RN TR ) HE AT R SR
R, 5 R R IR T AR
TS AT R R R . BRI R 1N L
Bl A, R I R 2 R O E I, 51 5 25 SR A
BRI, R E T S 24 2 A A ECREE AT A
PR 7 3 R S B 3T o R T b T R AT
BTl Ay 9 59 00 A R D o 24 7 B AR B 24
(1 I R 5 2 328 3635 R 11 M AR R 24 A AT 93 2 T
FE 7% 56 P 25 T VP ) FE RVIE UE VE AR T 2 1) T
R,
43.4 SEEY R FEMSGE EMA X S i
FIRE b7 245 5 BT AF B P R AE B B PR A
1l F5E 1 Sy IR 25 L P G 50 PR P, R [ 0 R R VP 24
st 1 A 32 T XU 5 0 B A AT 22 Ak F T A A
R A SRR 06, B AN [ 45 ik B T
TE 24 1S R AR R R IR S
FEVE 25 R o R A B AR R e BT 2
at, T HAE A B ARL AR RAER BB PR
RCT, 38 24 (12 4=V 1] B AT R 51 R $0ME , I B8 7 4%
IR 1) P e A R4 PR, 5 s AR AT B, R R
K5 JE ARG bR BT VERT . R VR 2 T E
Tt ] i 36 5 5 ADR Wi . PSUR  PASS 25 ] Ji Al
M 4 SR 1T 8, 70 4 WCAE R FH 22 7 THT 1 24 i AR 15
B LARLES — R BV R A o LR AR AS b o, AT
SRy R ) SR B 8 BT A RS 2 B T S
YR SRR 22K HE
4.3.5  GELRISERE 2 I IKHLE] RO P L
£ TR E 24 5 T I a5 00 25 SR TR AL B 2B e
AR R, T HEOHT AR C 24 W B BRI 1) B SR 1) A
IO ) A5 AR T ) R RS 5 K A 2 TR R 5 R
TN BEAE B 3R 28 K F KUK A BSOS K B R At
JEUIR] e 55 N fe B 1) 24 & B B T 3%, A A
2y A PR . M TR B FE ST 2 T K
SR ATFHLH], SREBUE R 1R A A A AFAE %
Sl 24 S s B ZG SR RS L
5 5B

g LTI , B B 24 o VP R R e
VR ZK X, A1) 35 26 0F o F b T S BT B 3ol 0 0 o ke
HPE2 ) BT R e e A TR IR T kAR
2 S RO S B RS B R R R ER, BT R
] 2 V7 7 o R R O 2 A A I e A I



$F44% FE6H 2021F6 8 %K"‘iﬂ'{ﬁti Drug Evaluation Research

Vol. 44 No. 6 June 2021 + 1155 -

PR3 ANBURT DR e Bk o PE 24 i B2 00 D 24 2 4
2 HE Bl 3 E 245 A FK P B8 A 58 3 1 46 6
.

MBFR HAGEHFPAREEMNZF R

S0k

(1]

(2]

(3]

(4]

(3]

[6]

WL 7, TR, M, 45 . AR 2 R o PR AR b
B (0] REZ A4, 2016, 51(19): 1714-1720.
Yao X F, Ding J X, Li P H, et al. Comparison and
reference of foreign expedited approach for new drug
review [J]. Chin Pharm J, 2016, 51(19): 1714-17200.
PRV, SRR, 75 B, 45 . BUBTALA T 24 0 Re ik o 37
5 FEPPAN ST R AT 9 —— 2 T B2 50 7], v [ 557 24 4%
£, 2019, 28(24): 2921-2925.

Yang J Z, Zhang L Y, Lei L Q, et al. Research on the link
between expedited review and drug reevaluation from the
perspective of innovation incentive based on the
European Union's experience [J]. Chin J New Drug,
2019, 28(24): 2921-2925.

EMA. Guideline on the scientific application and the
practical arrangements necessary to implement the
procedure for accelerated assessment pursuant to Article
14(9) of Regulation (EC) No 726/2004 [EB/OL]. (2016-
02-25) [2020-06-05]. https://www. ema. europa. eu/en/
documents/scientific-guideline/guideline-scientific-
application-practical-arrangements-necessary-implement-
procedure-accelerated/2004 _en.pdf.

EMA. Guideline on the scientific application and the
practical ~ arrangements necessary to  implement
Commission Regulation (EC) No 507/2006 on the
conditional ~marketing authorisation for medicinal
products for human use falling within the scope of
Regulation (EC) No 726/2004 [EB/OL]. (2016-02-25)
[2020-06-05]. https://www. ema. europa. eu/en/documents/
scientific-guideline/guideline-scientific-application-practi
cal-arrangements-necessary-implement-commission-regu
lation-ec/2006-conditional-marketing-authorisation-medi
cinal-products-human-use-falling_en.pdf.

EMA. Guideline on procedures for the granting of a
marketing authorisation under exceptional circumstances,
pursuant to Article 14(8) of Regulation (EC) NO 726/
2004 [EB/OL]. (2005-12-15)[2020-06-05]. https://www.
ema. europa. eu/en/documents/regulatory-procedural-
guideline/guideline-procedures-granting-marketing-autho
risation-under-exceptional-circumstances-pursuant/

2004 en.pdf.

EMA. European Medicines
applicants seeking access to PRIME scheme [EB/OL].
(2018-05-07) [2020-06-05]. https://www. ema. europa. eu/

en/documents/other/european-medicines-agency-guidan

Agency guidance for

ce-applicants-seeking-access-prime-scheme_en.pdf.

(7]

[12]

[14]

[15]

EMA. Guideline on good pharmacovigilance practices
(GVP) Module I-Pharmacovigilance systems and their
quality systems [EB/OL]. (2012-06-22) [2020-06-05].
https://www. ema. europa. eu/en/documents/scientific-
guideline/guideline-good-pharmacovigilance-practices-
module-i-pharmacovigilance-systems-their-quality-
systems_en.pdf.

EMA. Guideline on good pharmacovigilance practices
(GVP) Module V - Risk management systems (Rev 2)
[EB/OL]. (2017-03-28) [2020-06-05]. https://www. ema.
europa. eu/en/documents/scientific-guideline/guideline-
good-pharmacovigilance-practices-module-v-risk-mana
gement-systems-rev-2_en.pdf.

EMA. Guideline on good pharmacovigilance practices
(GVP) Module VIII - Post-authorisation safety studies
(Rev 3) [EB/OL]. (2017-10-07) [2020-06-05]. https://
www. ema. europa. eu/en/documents/scientific-guideline/
guideline-good-pharmacovigilance-practices-gvp-module-
viii-post-authorisation-safety-studies-rev-3_en.pdf.

EMA. Conditional marketing authorisation Report on ten
years of experience at the European Medicines Agency
[EB/OL]. (2017-10-07) [2020-06-05]. https://www. ema.
europa.  eu/en/documents/report/conditional-marketing-
authorisation-report-ten-years-experience-european-medi
cines-agency_en.pdf.

EMA. Guideline on good pharmacovigilance practices
(GVP) Module VI-Collection,
submission of reports of suspected adverse reactions to
medicinal products (Rev 2) [EB/OL]. (2017-07-28)[2020-
06-05].
regulatory-procedural-guideline/guideline-good-pharma

management  and

https://www. ema. europa. eu/en/documents/
covigilance-practices-gvp-module-vi-collection-manage
ment-submission-reports_en.pdf.

EMA. Guideline on good pharmacovigilance practices
(GVP) Module X -Additional monitoring [EB/OL].
(2013-04-19) [2020-06-05]. https://www. ema. europa. eu/
en/documents/scientific-guideline/guideline-good-phar
macovigilance-practices-module-x-additional-monito
ring_en.pdf.

EMA. Guideline on good pharmacovigilance practices
(GVP) Module VII - Periodic safety update report (Rev
1) [EB/OL]. (2013-09-09)[2020-06-05]. https://www.ema.
europa. eu/en/documents/scientific-guideline/guideline-
good-pharmacovigilance-practices-gvp-module-vii-perio
dic-safety-update-report_en.pdf.

EMA. European Medicines Agency post-authorisation
procedural advice for users of the centralised procedure
[EB/OL]. (2020-05-18) [2020-06-05]. https://www. ema.
europa. eu/en/documents/regulatory-procedural-guideline/
european-medicines-agency-post-authorisation-proce
dural-advice-users-centralised-procedure_en.pdf.

] 2% 24 i B LR L 5% B Ok T O 24 i R T A



+ 1156 -

$F44% FE6H 2021F6 8 ‘ﬁ""‘i‘ﬁﬁt % Drug Evaluation Research

Vol. 44 No. 6 June 2021

[19]

o P H LI B A & WL [EB/OLY]. (2015-08-18)[2020-06-
05]. http://www. nmpa. gov. cn/WS04/CL2079/333413.
html.

NMPA. Opinions of the State Council on Reforming the
Examination and Approval System of Pharmaceutical and
Medical Devices [EB/OL]. (2015-08-18) [2020-06-05].
http://www.nmpa.gov.cn/WS04/CL2079/333413.html.

] 5% 24 M B B R 25 i WA B 6% [EBJ/OL)
(2020-03-30) [2020-06-05]. http://www. nmpa. gov. cn/
WS04/CL2174/376150.html.

NMPA. Provisions for Drug Registration [EB/OL]. (2020-
03-30) [2020-06-05]. http://www. nmpa. gov. cn/W S04/
CL2174/376150.html.

2% 245 it B TR LR o 24 o A PR R 24
K5 ) & LR (B 4 58 21 5) [EB/OL]. (2005-11-18)
[2020-06-05]. http://www. nmpa. gov. cn/WS04/CL2174/
300621 .html.

NMPA. Special Approval Procedures for Drugs of the
Chinese Food and Drug Administration (Decree No. 21)
[EB/OL]. (2005-11-18) [2020-06-05]. http://www. nmpa.
gov.cn/WS04/CL2174/300621 . html.

Pl o 24 il M B P SR L R SR T B 24 it ) T SEAT AR
2 B PF & ik (9 7 WL [EB/OL]. (2017-12-28) [2020-06-
05]. http://www. nmpa. gov. cn/WS04/CL2196/324193.
html.

NMPA. Opinions of the general administration on
conducting priority review and approval for encouraging
drug innovation [EB/OL]. (2017-12-28) [2020-06-05].
http://www.nmpa.gov.cn/WS04/CL2196/324193.html.
2% 245 it B LR 24 PR P L SR T A TR
SR« PR 2 55 24 b B S5 AR A e BT BORFR T SR D B
[{)38 %0 [EB/OL]. (2019-11-08)[2020-06-05]. http://www.
cde.org.cn/news.do?method=largelnfo&id=31de307d88el
c2dc.

Center For Drug Evaluation, NMPA. Notice on Soliciting
Opinions of "Technical Guidelines for Conditional
Approval of Clinically Urgent Drugs" [EB/OL]. (2019-
11-08) [2020-06-05]. http://www. cde. org. cn/news. do?
method=largeInfo&id=31de307d88elc2dc.

B2 I B BRIZ s PPl DG T R RY T 245 L
VERR Fon Ao 5l B 1 5 4L A EAR Fon i SR 2 L3 41 [EB/
OL]. (2019-11-08) [2020-06-05]. http://www. cde. org. cn/
news.do?method=largeInfo&id=44{56170f4ecdOc?2.
Center For Drug Evaluation, NMPA. Notice of Soliciting
of breakthrough
therapeutic drugs" and "working procedure of priority
review and approval" [EB/OL]. (2019-11-08) [2020-06-

opinions on "working procedure

(21]

(23]

(24]

[25]

05]. http://www.cde. org.cn/news. do? method=largelnfo&
id=44£56170f4ecd0c?2.

e AL, SR SC . P S ROH 24 b T b & o1 S AL BOCR AT
5[], HHEHT 224 8, 2020, 29(9): 961-971.

Ren X X, Shi L W. A policy study on NDA/BLA
expedited pathways in China, US and EU [J]. Chin J New
Drug, 2020, 29(9): 961-971.

] 2% 24 it e B RS R K A B JR) R T R AT« )
R YO 1 A 5 (2021 4F 5 65 ) [EB/OL].
(2021-05-13) [2021-05-16]. https://www. nmpa. gov. cn/
directory/web/nmpa/xxgk/ggtg/qtggtg/202105131518271
79.html.

NMPA.NMPA issued the Announcement on issuing Good
Pharmacovigilance Practices Guideline (No. 65 of 2021)
[EB/OL]. (2021-05-13)[2021-05-16]. https://www. nmpa.
gov. cn/directory/web/nmpa/xxgk/ggtg/qtggtg/20210513
151827179.html.

Fowh,oE bR 0, & NE TR REM LRSI
SR A TS I PR AT AC I AR 7R (7], 2
28, 2013, 38(21): 3790-3794.

Qing S, Gao L, Zhang L, et al. Post-marketing clinical
study of traditional Chinese medicine lessons learned
from comprehensive evaluation of Fufang Zaoren capsule
[7]. China J Chin Mater Med, 2013, 38(21): 3790-3794.
U, SNV, MIRIE, S5 A SERA IR R AR
i ) A T8 PR PPAN T e v 24 BT S IR R AT AT (D],
E 24 &, 2014, 39(15): 3790-3794.

Wu S X, Sun H F, Yang X H, et al. "Re-evaluation upon
suspected event" is an approach for post-marketing
clinical study: lessons from adverse drug events related to
Bupleuri Radix preparations [J]. China J Chin Mater
Med, 2014, 39(15): 3790-3794.

skOBL B, Bk 52, 5 S EL BRI B TE
IR LN R T S L A S B =i N U R R ES 2=
2019, 30(18): 2449-2454.

Zhang Q,Yan J ZH, Yao W, et al. Study on the Legal
System of Drug Reevaluation in America, European
Union, Japan and the Enlightenment to China [J]. Chin
Pharm, 2019, 30(18): 2449-2454.

P 5 2 M B B R 2 B R PR R L R NIRRT
24 5 A& 3 [EB/OLY]. (2019-08-27)[2020-06-05]. http:/
www.cde.org.cn/policy.do?method=view&id=b9ee45325¢
252bl15.

Center For Drug Evaluation, NMPA. Pharmaceutical
Administration Law of The People's Republic of China
[EB/OL]. (2019-08-27)[2020-06-05]. http://www.cde.org.
cn/policy.do?method=view&id=b9ee45325e252b15.

[TERE  Fix]



