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Abstract Objective: Under the policy background of the reform of the traditional Chinese medicine (TCM)
review and approval system, the implementation measures of the review evidence system combining TCM
theory, human use experience and clinical trials (referred to as the "three combinations") are explored centering
on medical institutions, to provide references for the research and development (R&D) of TCM preparations and
new drugs in medical institutions. Methods: According to the relevant requirements of the R&D of TCM new
drugs under the "three combinations" review evidence system, the construction of supporting facilities related to

human use experience research at the level of medical institutions was strengthened, the service platform of R&D
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of TCM and achievement transformation was built at the management level, and human use experience research

at the clinical level was standardized, to build a R&D and management system for TCM new drugs in medical

institutions. Results: The construction of R&D of TCM new drugs and management system in medical institutions

is helpful to transform clinical diagnosis and treatment data into empirical evidence supporting the registration

of TCM new drug, and promote the transformation of TCM new drug by improving the level of R&D of TCM

new drug. Conclusion: The establishment of R&D of TCM new drugs and management system based on "three

combinations" in medical institutions is one of the ways to land the evidence system of "three combinations"

review and guide the research and development practice.

Keywords:

"three combination" review evidence system; human use experience; medical institutions; research

and development (R&D) of traditional Chinese medicine (TCM) new drug; transformation of TCM new drug;

TCM preparations in medical institutions

AR HE B 2R AR L, 20194E107
Hh v g [ 45 B R AR (O E b B 2415 R A
BRI ) W AR bRy v s 2
. ANHERMIGRIREHZE A (VTR =45
B ) P GENEIEEREAR, eIkt
sy AEPET . EITIUHIE S EA NS
B R 2T 2 PR AR BESR b 245 2 AL
RS2 . R B R (LU AARE R
AR ) WAE20204F (E R W RO T dk 1%
RAIHT 4 e 0 SR I ) PR R i — 28 E ]
LK 2tk | AR SCRHER, HRidhgy
R BERELEERISERR, fEE =258 dEIEE
KRR, JEX20084F (PRSI E ) E—
BAEIT 52, T20234E2 WIS & (2 it
EHEITHE) , TR 2E ks L
it NHZRIERR SN FHZENAEY, =45
A7 HPFIESRAR R T 25 250 R R AL T R
CEEEAT IR AR R R, i B2y EEE
(L TR R 2 25 A AR AR IE SR TG K, R
R XS PN EZY g N 01 € S Bl 1) N
RS TSP 2003 25 55405, W20 % B S Ak R
IS e A5 AR U vp 20008 2500 2 G ARBPE

EIT WA A FE & P EIGIRIE . 228}
LA ANA B, K I PRE KT B B LR v 271
N, BB BZE KRy AR, JTEREAR
BUEAR PR R, AT 4587 gy
Bt TAE T RFEERVER . ARYE b 25 9 P i it
RS S 2 2 R AR DG ELR M T FE R YT
MU EEIE T “ =456 MR 253 25m & S Pk
R, BEEORG SR SCEE . R 2 2y B
?&ME?Eﬁ@EﬁMM@Mﬁ47

LB AE 2 P bRt E AR E AR T B R it
11 7 HEGHEA R AR IR OGS B . AR SO | 4
HORR3IANZ HBRIE T “=85ET g
RIGEPR R R, DB IUATERTE S T
TR B S ALK rh 2 570 Kb 24538 25 B E R A it
2%,

1 S

CrPgyENHE B T TRLE ) s b 2558 250 &
REYARR S AHOTFE, IS =458 HE
TR R 5 T 22 im R o TAE, BTl
ENVYE N RPN WNGEESY g 161 iew S W & 45 IN
A RENCRBE A BRI, 3 S5 I K127
M BIARAEBEAR SR ATER:, A BefT
B HEZA R “HESTT IR R e VTS g
SRR, RHE P2 RS T R T
K
11

AR IR 52 B BTG TT e AT A RS . &
BRI R A O R 4, BEITHLUI A
HRAE A FHZR BRI ST R R 5 L A4 B 2
BRGNS TR R, B i 30
Fleptk i fr . B R MBI L 2 it sy, Wl
W N ERFFE e I, IR A AR
Wi, Wil AR LA, [F R A
ZERGORLELSC . AT EOR
1.2

SH A M P 52 B R DI S e A R B v R i PR 12
STRUE , BEIT LA DZ AR S . B2
DFEHREE ( Core Outcome Set of Traditional Chinese

zhgysh



2024 2 38 2

149

Medicine, COS-TCM ) “FFrifERIIEIRR A, &
FELE A I BEIT &2 48, il Wl1Hospital Information
System, HIS; Laboratory Information Management
System, LIS; Picture Archive and Communication
System, PACSTEME B ENAF A, B E
Baefh. aitfh. LRMLMBEITER RS, @
PEXPEER ARSI . PR IS R A, A AR
B HeIR IR ( Decentralized & Digitalized Clinical
Trials, DCT) -5, FTMEAS A2 Al RE 22, A7 B
R DS e RN D sE] 7 RO =00k e ik e
LI A N TR N 25K
1.3

Shy B 1 R 44 28 R BE Y Il R 24 22 56 E
H R, BEIT A BT 44 T BE AL K
TAEZ, 2 AR MBS . it
P, BG4 T BRI R I b B R Y
LR 2% . TR SR SRS
L5 B By, DASCEE N 2256 o H AR T A
L7 Rl BROTZE, 57 B il PRA2 T 53 IR A
J i v R 2 RO SRR UE I B A HT 28 0 HdE ok
I 12 NI 03 2252 N7 S U S 2 PN Y. g8
1.4

R FESF I RAZ T B . 4w Th 2GR L
R, BTV BEHE -2 ERES . Bl
A 2GS AET A BN o 4l PR v 24 IR ) B Jit
[ SRl R R DU E T2 BERERIAY, 2
Pyl PRIEE: ( Good Clinical Practice, GCP) Hiy A
SO PR 58 BT E 25 07 B e e, e P 250 &k
RS B sl i A B T s PR S92 B2 rp R W B
NHHZES . Sy WA BN, AW et b
24477 .
2 -

O T B b 55 W A B T A S B
IR ANZRE, R (et ARBUFET
DA SRR SR AR A 4R S 0L ) 1
e BRI RCR AR S B | SRl T 4
IR IR S FRER R BIEDKR, B PHLA I E R A
Peerpls CRURRIRR “feferhn” ) B sihdy
WF R AN IS B SR A BT AR . Fedb o A B
AMUEBEBRIEI A FARZER | ERGAL
M BA A TE LR R, 2 5 AR T3 )

zhgysh

PIME, 5 il PR P BRI B RIS Rk
R, HEAL ST NFHERFERL IS5 A Ll £
AE, A PR P B AT R 2B A Al =2 [958 A4 AT
2,
21

Feterbooadd @ AU T gtk . R
FRAC LA B =AU R P45 T5 Tl A 5 ), o b B2y
Pril R R . &85 P EILERE R U h 250 A Y
e R SE S, i T A H B T e s PR S5 ke RS
WA B s, R HEE T “=4ET
8 2 2 0 A S8
2.2

X T B R R AN 250 TR Y I IR 2 56
07, FeA L n] AR i PR r S DA B A5 A2
5. WAGIRIRNE, MRAEFTEAS AR, )
A E 2RI IO, Il A XA AT
FAMS B TR SeIT A o Ry e AL R AR, R
Al RIKIH AR DL RO SE T2 BT,
[R5 R U R
2.3

Tl PR 5607 AW UEE AL . 8 58 25 Wk 5 &
Je, FA L n] AR e PR PP 250 K2 il 55 e N 5
Wi T2, IR, AT R A AR PAR T,
[ IR 28 S T 5, AR AR50 i PR 7]
USRS E F—DmRIF TR, PhBhsets
T e A B 7 HUAY v 245 590 14 i o 5 8
2.4

Federbon e b 2B 25 e e A v, BRoRIf g
W EMN . BTV IR R S T AR
Gb, RIS TG R A S 25 8 TR T TG
NI FERAE S . PR P 258t A Ak 207
ST A 229 SO, BRI R Hh BRI E 2 A ]
SR I T SR 2y A LR B ZUOTR
3 -

CrR2G M B TTRLE ) s T 25 3T 25
JO7 G MRS LA ROHE A 1] . Hh EE2GBE 15 =,
SANAE TP R I R S e B PO i g o Y A 2256
WEgE, B h 25 AR E RL AN RO (B, S TR 7
TR BTG, , ARG SRR I 78 AESE Y . i
IRAP BRI B A 250 A S8 4E, FEF I RIS R I
PREERE, TR A2 rSEat L, 20 W]
DIREIG  WEHIARE . 45 2577 SRR ARAR 7 5 i R

IS P &) b



150

2024 2 38 2

[l JERLE EALTT, I i R T7 % AN
BAEOLAL, I 5 R T 24 rh 2 24T
3.1

i AR F 1 Uil AN A3 28 02 s 0 e I i T B
NS e )7 e S U ST ] 7
K, E S I RTRAHC R h 250 2 AL, Eh
B2y it S MR IR IR Sk S B T, BUE
AE. FIOWRIE ., EHIAGE, Al Jrfe . Jralchis

FIRAEZY, L2yt Bis, 2. 20
IR IZY TR -

3.2

G R 45 5 o 610
THRERE . EIRFEAL . TR SR IR AL
e, SR ROUB A, AU B T2t
P2 RIS IRT, AERS A h 25T 25T
PRI SRS, AT A J 240k
Rt AR 25
3.3

SHEAT PN TR TR 2RO )
AR I — A B PR — s B 30 WES
ABER. R EITHZHON  RE R
PRBVIFI 7 X PR3 T B3 B0 E AT
fii, A RERS AT ZFR ARG KIS0, ¢
R B AL LA IS A 25 5 .
LY B TS FF B LR 25
3.4

I 22007 5 2 0 AP 25 )T 3
WP B TIPS %,
WMET A, SRS R A IR R 25
TRMEHETRICAT LA A XPEHRATT £ Fe5r
SPUTIFA T ML RS, P SR 2 )
2SR AR
4

24 At B T LA B
SR TEHLE , [T IR
HORIBRAE S Rt T SR BLBCRS| ST 5
B fEEITHUMIIIET “S45A" M Z5TFR
TPRR, AU B T B C B0 o &
Bh AR TR, M P2
RIGHHEIEE , T TR “=254" 25T
RBEAL . ATTHRTRHERIH RIS RS . SIETT R
R BT

VOB i iR CUTICAL A

[1] e, sl 555 B T i B 251 R BT & R
R WEB/OL]. (2019-10-26) [2023-08-29]. https://
www.gov.cn/gongbao/content/2019/content_5449644 . htm.

2] BERLHEESIHE. EREHAWRE TR 2%
TR A 22 i S0t & L[ EB/OL]. (2020-12-25)
[2023-08-29]. https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/
gzwiyp/20201225163906151 html.

[3] ERZyMESEHE. (P EMEHLTHE)
Br 43 [EB/OL]. (2023-02-10) [2023-08-29].
https://www.nmpa.gov.cn/directory/web/nmpa/xxgk/zhcjd/
zhejdyp/20230210173935194. himl.

[4] FEZR) 5 EE R, b2 B T UEEB/OL)
(2023-02-10) [2023-08-29]. https://www.nmpa.gov.cn/
xxgk/fawj/xzhgfxwj/20230210173401120.html.

[5] HE, T, EAr =587 HIREN AR R T 2
FAIVE I A2 A, 2022, 3 (3) @ 12—
14, 30.

[6] EZEAMEEERRAGHT.L. BT =457
W PFIESE A R T A A AS A S R (AT ) [EB/
OL]. (2022-04-29 ) [2023-08-29]. https://www.cde.org
cn/main/news/viewlnfoCommon/8a1682a8d37494732{7f44
1dd11£5af6.

[71 LSRG, BT ARS8
24553 75 AR 250 RIE & 46 = 50 (47 ) [EB/OL].

(2022-04-29 ) [2023-8-29]. https://www.cde.org.cn/
main/news/viewInfoCommon/8a1682a8d37494732(7f441dd
11£5af6.

[8] i, HHK, G, S BEITHUEI I 2 RE 2
B Al A e I PR Sk (] RLUEL (7). v [ S0 ) 2
A&, 2023, 29 (6) : 231-236.

[9] WoEH, RNE, EERE, & T IRRRH— s

ARBIERBESE]. hEPETEC M A B 2eE, 2017, 9

(10) : 1156-1161.

Jeatrt ARBUR. b ANRBUNC T 2 — e R

HOUR AT AL 95 5 22 WL[EB/OL]. (2011-04-

26 ) [2023-08-29]. http://kw.beijing.gov.cn/art/2011/3/15/

art_2962_16140.html.

[11] MRasfd, Eigm. “=2587 DR ALIESS AR T
I AR P 28 VIl 380 24 0F 2% v i AL S5 PR AR D). v L7 24
e, 2022, 31 (9) : 832-835

(12] X, HWAEEE, AR, S RBP4 B

[10

—_—

zhgysh



2024 2 38 2

151

PRUEFEAE Y I8 B B IE XS] TR E 255, 2021, 35
(9) : 1060-1065.

[13] Eifgrg, Tk, 25, 5. AUl “=456" hAH
2B GRS B [C)/2022 [ K 25 Bl W K&k
SCAE[C). dbET, 2022: 46-49.

[14] KTry, BEE, 2, 5 hAERTIMEANHZE

zhgysh

RS A R )y T PR R S e 5 R BB [)]. b = 24
7, 2022, 31 (16) : 1571-1573.

[15] Afhg, EXSR. T4 0 2 B v gl 2 0 e
AHI. P EZEEE, 2022, 36 (2) ¢ 217-224.

ClcAs B8 202345A158 %#E FTH)

CHINESE PHARMACEUTICAL AFFAIRS ’?7 &) & }



