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Regulatory basis for drug use during public health emergencies

CHEN Yifei’, ZHANG Jingchen, XU Ying, LI Gang""
(Shanghai Center for Drug Evaluation and Inspection, Shanghai 201203, China)

ABSTRACT Effective drugs are weapons for preventing and curing diseases and play an extremely important role in
public health emergencies. For epidemic such as coronavirus disease 2019 (COVID-19), there may be no effective drugs on the
market at the time of the outbreak, and drugs with promising prospects are still in the early development stage. The use of drugs
in such public health emergencies must effectively protect the public interest and provide patients with opportunities to use new
treatments. This article reviews the relevant laws and regulations on the drug use in public health emergencies in China so as to
provide a reference for the use of new drugs in the epidemic battle.
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fE COVID-19 #% 1% 1, FDA /£ EUA HEHL T, 424
T S WO 5 - R A BE U B T (Real-Time
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Authorisation, CMA) : MR #EyEEE. N A 31 % 1y FE AN
FRifE, 4 S RAF 24 iy R B WL ah DR T AN S8 B B A R
(AR I, BRI N AT RS 24 W Ak 1R LT VR A Sk Y,
T B 58 R B AT 55 B BR A AE R SO E B . 2% A
EWVERTAE OO 1, AT DU, R R e
e 5, 2% BT VE AT B A #E 1T VR AT (standard
marketing authorisation, SMA) Hi¢ . A2 54614 |
WFAT M (Reg.507/2006/EC) VG Y, AFE T “%
BN EHRIZ, BLRIRT WHO B 55 1082/2013
S PuE IERHA R A S B P & 4F TR
#H PEFE S AJE T Reg.726/2004/EC 55 14 (9) 4k nidk &
U6,

AL, AERREE Ak vT DL i (A A0 e VR BT R
SRV Al A 1) BB AR BT 25, [RME A
25 0 R ok NI RS B B Bl AL T b T VF AT R
LB B Y,

FERR NS DR, B0 B2 i ek 2 B
AR, EEANAYRBERBYHZIT &S BEq
R AT RERE 1AL T R A B BUR R BT dh, AT
RE 2 ORI (E AR 8 P& 1 Bl 2 . XK
NG A R A B, (ER R T AR R R, HLAE
A E R R, IR R BE R e T E L. B
U, RO ASKHAE R A, BREON TR AT AL
LW PRI i PR T 38 A M B, SRR AR SR,
HE BRI R B DL 2 A 25 (K R] R AN
A, RS EBEAT TR IR R A 1, Hoi sk
] F) 5% U PR B s W ) 2% A L Tl VR AT R P R A

bigBEZy 20204F 4L H3M 2B

© FTTEANKEGE -

AL A R AL B 25 A8 P I R
AR ETE DA SR A IR IR |, S E RN,

il € 2P R S R, BV R S LR 2548

IR 53R a8, BHERZY R ST A R 12, Insszy

MR ST RSB B, @S VAT A A

L, $Em TR E 7 58 R A 3 LA S A Ay B 48 ik

EREERE

S

[1] A NRFTAE A g N REBUT . B R A AFLFFET 2
A fdE B 2 % [EB/OLY]. (2006-02-26)[2020-02-10]. http:/
www.gov.cn/yjgl/2006-02/26/content_211628.htm.

[2] A NRILAE e N RIBURF . B KRR A FL P A SR L
7% [EB/OL]. (2006-02-26)[2020-02-10]. http://www.gov.
cn/yjgl/2006-02/26/content 211654.htm.

[B] EXRERAHESERR. BRENAHEEEHE
25w Fr o #H I RE P (R 4 3 21 5 ) [EB/OL]. (2005-
11-18)[2020-02-10]. http://www.nmpa.gov.cn/W S04/
CL2077/300621.html.

[4] SWMZAMEERRDAT . R RS G R R 26
Vi I (FESR 2= WLFED [EB/OL]. (2017-12-15)[2020-
02-10]. http://www.nmpa.gov.cn/WS04/CL2101/228894 . html.

5] ExRGMmREBEERAGHFFPL. REMER
J7T 4 T AR R 7 (A kK & W A O [EB/OL]. (2019-
11-08)[2020-02-10]. http://www.cde.org.cn/news.
do?method=largelnfo&id=314970.

[6]  H [ 25 HE 22 28T 25 W WS A 7 b 23 B 2 2 I AU B
B BB AR IR (2014) [J]. A R R
M2, 2015, 17(2): 101-103.

[7] SRELER, Mg, Eordk, 55 . BN A U B 25 BUR VT
#r [J]. HFIEPR 254 , 2018, 39(8): S31-S34.

[8]  XUFIZ . B U WIF5 FH 25 BLIR A8 B S 7% [D]. dbxt - b
BB 2B, 2012,

[91  VLARMA , X . B 24 1t B A5 29 IR AR DG VR 1) R (D). =
s Eikeg | 2015, 7(5): 60-66.

[10] #de, £k, WK, & . FREWFFE Kk RIIE PRI 70 2
BLGLIA 5 2 B (] BB 245 5 1 PR A &, 2018, 37(7):
395-400.

[11] A NRSEAE g N RBUR . 8 R A B 225 5T
6 855 2% Jp 3% [EB/OL]. (2016-10-12)[2020-02-10]. http://
www.gov.cn/gongbao/content/2017/content 5227817 .htm.

[12] ERPEAEHRF . b N R IR E G & 2% [EB/
OL]. (2016-12-25)[2020-02-10]. http://fjs.satcm.gov.cn/
zhengcewenjian/2018-03-24/2249. html.

[13] i NRILANE E B . e N R A 24 dh i 23 1 S it
%5 [EB/OL]. (2016-06-01)[2020-02-10]. http://www.nmpa.

(T4 %237M)

S
i



(E3577)

[14]

[15]

[16]

[17]

(18]

[19]

gov.cn/WS04/CL2173/300567.html.

B 5K 24 W B B BRI T LA R 0 A B ik
[EB/OL]. (2005-06-22)[2020-02-10]. http://www.nmpa.gov.
cn/WS04/CL2077/300619.html.

IARBAMEEERR, TARE RAERERRAS, TR
BPELR. RTEMEEBR CEHZ “MR15
777 e R A FH A ¢ B 138 &0 [EB/OL]. (2020-02-08)
[2020-02-10]. http://mpa.gd.gov.cn/gkmlpt/content/2/2888/
post_2888221.html.

Patit . BRI T L 24 i K SV R B RL2A s [N]. o [ B
24 , 2019-09-24(003).

B8, BT, RR%E . REAL D AR RORE T
S A RBLEBTTE [I]. P2 5IEIK , 2016, 7(3): 64-66.
VLM . K FDA BEJ7 ™ i 5 SVl I BUE BT A SR
7~ [ Z9VFI T, 2009, 32(1): 1-5; 12.

REGH 77 , JEM 4k . SE 1 FDA 758 2B 24 72 5 B 2 & o

iR

20204 41 3 (2H D

[20]

(21]

[22]

HIEREE AT (7). HE 253 , 2015, 29(1): 83-88.
FDA. Pandemic and All-Hazards Preparedness
Reauthorization Act of 2013[EB/OL]. [2020-02-10]. https://
www.fda.gov/emergency-preparedness-and-response/mem-
legal-regulatory-and-policy-framework/pandemic-and-all-
hazards-preparedness-reauthorization-act-2013-pahpra.
FDA. 21st Century Cures Act[EB/OL]. [2020-02-10]. https://
www.fda.gov/regulatory-information/selected-amendments-
fdc-act/21st-century-cures-act.
FDA. Emergency Use Authorization of Medical Products and
Related Authorities| EB/OL]. [2020-02-10]. https://www.fda.
gov/media/97321/download.
BEE, Wplshs , . R 2t Sk A VR RO R ROR
M 0], R EEEZG Tk A% |, 2019, 50(9): 1079-1084.
FH, XK . EMA fE 20 e BOR S 8 T T [J].
[ E= 24 Tl ek, 2018, 49(3): 386-391.

(i fd B # : 2020-02-11)

23



