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Table 1 [Initial stage of scientific progress of drug regulation: application of drug analysis technology (1949-1984)

o ) 1

REEAIL

19534 Hhte N\ RSN E T AR 25 s A 45
e N RN [ 24 )

19634F AR AL TR Rk
CRT 2B B T e )

19654 TAHR. AL IR (25 p =

BATIRED
19784E [E 45 B it PAEF MR (s H
2B CRAT))

197945 AR, EREHEER
CHr & B IMEGRIT))

19794 PAHE (2 A58 T TAE 26410

198148 AR (=T[4 R g R IE
HEAT 7 251 R IR T T K RE )

19824F AT (SR T A AR 127024 i

N RESR o 24 b, BCE B, AT, T8 o 24 b M ) 7 S e Wi
FRS3 1R, HA (222521500, #2555 M E2R65T, ZhZi 135, $rdRamh, LW 25T, &

ZEHIFI2 11 Fp,

e N BRI 2 MG BUER G YRR, JT 46 [ B 285 i o P ERR. M 1 25 o™ i I
BRI, MGHTP R 5E s BOLZG M R R H S IR T IR PR AN A L.

TR BN PATROZ S S BRI, R TITZRE S, IRIR . AR R B K.
R RATHIEE A FIEAT R — 250 BV EE I, Dy BRI IR i B B TR
ZR. ELFE T ARMERUR, SIS T A, O IR £ A G, AR SIT AU i 24 il R, 2 TR U K
AN BERIERIRIOE fh, RIEA R0 2 2 3
XER A B IR S, #t. AR RE T T R T RRUE. it — 2 IT

JEZG BT SRS T T AR BE 1 2R

PUE 24 i i AR 2B LRI AR 7. B A 24 i A IR MU IR SR e, AR & 2 PR
ATBCER I TOUS T PUT [ 0 25 0 PR B . R IR e M L.

TN ISR R R AR 3 L EAT S 24 AR BB T A e PR A (B AN RO K.
T E UGB YR A RIR A . A S E LW RIRRIT BB R, SR T ST RO

HED SRR R ANEAREAEA] . R 2 IR 1270 2 .




R AR

B REIE, QU AR IEAR L FAERDRE, BthAZ
— BT 25, WS23ZN(BIRIESR ) IR HUR
29, TR B RN R B2 A

BIWE: HRETREMHBHEERBE—
25 SR AR 5L (1985~2014). HF2 A L, XM LIk
(] - ey A0 EE AR B b 2 e 3 1 24 o W7 o A
BZVE 7. LAI9SSAE IR E B (e N RILANE
25 EE) L 1985 AERR (CHr A ERLAME) |
2002 E R A M I BEEHR (M EME B IMEGR
7)) AR R AT AR E, FRUGLAINSRZ, 5 I B & E N
2R, AEUEE TEIEREN TiEHb. ki
BT EBL. AELCR B i I E R AR L2 TN
AL R B, TR RS R e = KIFE R,
ST QY dargEdik. MVEiL. Flktk
(K28 B PP L) AR R R ST B T T B 24
IR (E RSP LET &), BB irra

B H LM AL FAAT H PR, 3 02 H AR
5] T s SR £ A 1| 2SR A £ EE < W B =Y A i)
BEEHE T GRasEtImeg)  CEYH) SRt ML)
€ CHZgmAbapE) oA 3G i 24 1) R b 70 80 2 R
B A (RO 2 ALY SRV, HERTKIA30
Z I H 7 FE L 25 1 D7 S A5 R

1998447 1Y 1) 5% 245 ity Wi B 3L Iy % T O [l K 24 b
PO T, R 2 VAR E T O — 2
f B VPR, 24 R M O R AR T AR e Ak
20014F, 20134F. 20154F (ZyanE Rk EERZm
FRUEZ BT« ABIE, 2 St A b A o D1 o ki
REFUMRSL. 20020F E & BERLEH & (2 gk
SERESGY , EBR T THRIST IR, 3P
WiHEPr I, 245 5 o PE M CL«Ah o0 i 2«
HORNERHH B 20024F (2 i M B AR
fi, WA 2 rsS, RESE TSR —

F 2 BRI AR I Be——24 i TE bR 2 57.(1985~2014)

Table 2 Development stage of scientific progress of drug regulation: technical requirements for drug registration (1985-2014)

) 1

RHEEp

1984458 73 Jm 4x B N K H Z 2 5Bk o Gt
(e N RN [ 24 5t A 3 i)
19855 PAEE (CHrgyaifit/ng) , A
CHr Dt o L T30
19874 PAER € (s fibE) thh S th 24 [
HhFERE A5 T

19884 (PIEZL) FECRR AR AAT

19934 [/ T 2RI S5 T A R AT N AR ST

199747 3 e [E 5 e (bt e e [ 45 e 06 T AR B
HRERIVOE)
19994F [E X 24 wh i BV B Bl =) G 2 s b )
CHrAEwIHl A feInE) G R R AR LR E )
(L ESICE i RARF )
20024F, EZRZ MR SRR (AREEEINEY (R1T);
20054F, EEREMAMEEEHER (GRENEEME) ;
20074F, EZFQmEMmIREE )G (2 miEME B IpE)

20084, S F i 2 b I R
(R 25 E BN FE I )

200941 H, BZ A 255 B R
CHT 24 AR R A LA R E )

LUOImss 24 it S BB B9 b A, SBURNRTTE . BURIRRZ, R a R, 2
AT R 22 e = REER. bR G 24 i B iR B

XEBERI2 2K, DI, WA, B2 ) s A P — R R A EOR
PEESRAIE . b5 555 TR 2 10 o L BLHE N B B2t b B

ARG 2R, X CErgg it ang) Hrghi(th )20 JERTHR i BRI H ROHh 78

FHE A .

5 24 SBRAE ) [ PR S, (et 2 i 51 5, o [ B2 S bndE i 5 A 1. HE

2y o [ 24 i 7 [ T SR HE T EEAE .

199654 HY B2 255 AR B8 1035 TR, & R ANR P AUGRA BT 3, Inaiolr 25
WIS I A B R AL AR A, I R B R AT 2 i HE R,

MBI RO RO 2 AR IR I, I AR A T 2

FOlLNHTRI I LB B

W2 LAIRIE AR AL 25 . [ SR T QU RIH 2, X G
24 IRIT BEAESG ELAOR B 2 ST RRBR AL A RO R
CRDGIRAR S BT O SR B ST K 7 R, TR R 25 B

WL T REZ G R SR PRI R R, X RIEZ AT A A — 2
AR, (B 75 D24 it 717 o S M o JEE P SRR e 7 T AT 58

FH 24T 24 ORI I 2 1 o R 24 T, VA A PR S B Rt A W R 2 FE A
B PRET 250 2 A RO B RR i 1—, DRBR b 25 SRR RS E A R R Y

FIRFEEFI L, IR SRR PR BE ORI 55 R 3R AR

T2 R A EEAE I R R RO, R bR PR S B A T i

201342, FEZ A M2l BB R (R TIRACZy S el PRaT BSL 1 @107 IF 28R CLIR PRANE N S 1) 4 o PRER . BE— 2B RGBT 2454 o F.
R PSRRI B2 RE[2013]1375  SHATER I HI 20 SE PR, InaR i R a6 R . SR LE 24,

20134, MR AMARMNEEIE CRTITRIIZRE
— BV TAR (K8 A

TRt 2 & — B, X SRTHRZAT AR AR, GRIE A AR 2 22 42

HA R




FRZE Ak v [ 24 i R S A HERE 5 A R R e

I B AT 25 S M B TAE A8 5. 20054E. 2007
SRR SO0 (24 M IS BN ) T A TR A,
X B B2 S VIR S A T RORIRET SR, 4t
—tb T YE, BRI BRGNS T 2
mVEMHE B R ELR, WAL T RA R 1. R
Al AN T 2 55 VPN I, 1D R 4 1 24
PP A, 7RI, 3R A A VS T A 2
M7 24 e . B R AR A N T .
A TAEZHFER. H7IX-100XT] 2%, £ 6459
CTHFHLZ = fh Rt A T35

BB AR EER AR R B —
BERZIEA S N(015~2018). BB 5 T E £ 24
PNV K FE, 24 5 K SRR AR AN IR B G, A M
BT AMRFZITR, (R 2458 P e FE A A7 e
(I A H 2R, I PR 2 TR AT 24 b i e e [a) ik
K, Uil 2 S E bR K AR 22 B, TR E R
T 25 AN HT IO AR M R BT AT . B E 20
A 0EMR AW E R B, HAEMR> THE
F4 R B R ML R PR R TR PR, el i SR
J7 AR AR AE R AT 07 B VT AN 2 WA Bl 2 T i 11 o 22
WAL HHER3ATIL, iZB B LA201SHERE 45 B (O TR

24 i BT A bk e O e R R R R L) (B (2015) 44
) 20154EE R EMAMBEEELRE T4
FEMEPFEAE TEBORRIA S ) (20154E52305).,
20174 R AT B BEIAT TR
PP B k) S SO B i 24 S T B R AT I L) Sk
Hi bR, JBsET R BT A AR VT L R ek
B R A B AR, s, TSRS

UER B R R v AR IR I G R, (H
FUEHE 7SR SR OTER SN, SER
HPF R REBTES DL T B BiEoR. BibriER 2k
SRS BRI . 3 T 2 A 2 RS 3R 35 VAR 7
i, BETHZ S VPR AR, DU VPR LRI, Ik
B 25 L A S E PR, 24 5 T AR A e VT R
) BE D BRI B R, XN AR A SRR I
DU/ bR B BB —, 24 o PP e br o R
FERER. K2 N R 2. 2 AT
R E R E BN TR P2 R e
BRI A BT IR 24 . KRR T A T S ) P AR
FIME, K38 24 3 BT 25 RN 4 R R 24 K405 1) 24 R B
AT 015 ©A B bR e 1 24 > R )i 5 it 24
JREAYT RS2 . 5, INRIGIR 27 260 =

F 3 ARIEEREGE RIS B—— I R R T N (2015~2018)
Table 3 Accelerated stage of scientific progress of drug regulation: introduction of scientific regulatory concepts (2015-2018)
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Table 4 Great-leap-forward stage of scientific progress of drug regulation: implementation of scientific regulatory action (2019-2023)
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Scientific progress of drug regulation and development of drug
regulatory science in China
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Regulatory responsibilities of the National Medical Products Administration involve the life, health, and welfare of all Chinese
people. It is one of the largest regulatory agencies in the world in terms of regulatory affairs and scale and plays a vital role in
ensuring the safety and effectiveness of innovative drugs, human vaccines, medical devices, cosmetics, and other medical products.
With the scientific progress of drug regulation and implementation of the action plan of regulatory science, China’s contribution to
global drug research and development has achieved a historic leap and is moving toward the strategic goal of establishing a scientific,
efficient, and authoritative drug regulatory system. Based on the scientific track and milestone events, this paper divides the scientific
progress of drug regulation in China into four stages: the initial stage, the application of drug analysis technology (1949-1984); the
development stage, technical requirements for drug registration (1985-2014); the accelerated stage, the introduction of scientific
regulatory concepts (2015-2018); and the great-leap-forward stage, the implementation of scientific regulatory action (2019-2023).
The next stage is the strengthening stage, which involves comprehensively promoting regulatory science. In accordance with the
overall requirements of the state for comprehensively strengthening the drug regulatory capacity, we will develop and implement a
new scientific strategy for the future.
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