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[ Abstract] Objective: To scientifically construct the evaluation indicators for human use experience of
traditional Chinese medicine (TCM ) and provide reference for the formation of “triple combination” registration
review evidence system. Methods: Based on the Delphi method, after literature research and expert investigation,
two rounds of expert consultation were carried out, and the expert consultation results were evaluated by the mean,
variation index, coordination coefficient, etc. , and the core indicators for human use experience evaluation of TCM
were further screened and optimized. Results: 22 experts in various fields were selected to conduct a questionnaire

survey. The participation rates of experts in the 2 rounds of consultation were 100% and 95.46% , and the authority
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indicators of involved experts were 0. 852 and 0. 865. According to the mean value and coefficient of variation of the

indicators, combined with the revision suggestions of experts, the core indicators of human use experience evaluation

including 4 first-level indicators and 22 second-level indicators were finally formed. Conclusion: The core indicators

for human use experience evaluation of TCM could guide the standardized collection and summary of human use

experience data, promote the formation of high-quality and evaluable human use experience evidence, and support

the research and development of new TCM products.

[ Key words |

AR, T E B 1 — £ BRI, 5
2y BI  HEh BE 2 7 Mk D e B o rh 24 25 B Y
3 AR 2 — R TR 20T 24 2 R IR T I PR 2T 2 5 1Y
BEE BESRS R e, D EAT R N 2T AT
2019 4F, (i St e [ 55 e O T e ik o R 25 15 R 4
BT AR T UL ) B Y A e S v 2 M A B R
ey At vl I 24 B NP 22 8 R I R 3 6 AR 25 5 £ o
LG RN PR R £ o 2020 AR, [ 52 25 R A B
JRy B R € 5 T A it v 245 4 R BB i e 4 S i R AL )
HOHME A5G HIFIEE R R . 2022 4E 4 1 W
2% 24 it B ) 24 RO P R A (R T A &
By v 245 52 J7 500 OR 245 i IR B & i S R0 (K
F1)) 515 v 24 52 75 50 5 1 N T 28 96 0T Ji 5B 24
ER N AN ) NSRAY YR N PN
200 R, 78 LV R 4 5 R RS o AT 5 PR A
LAl bR N 22 56 5 A0 O T 25 WO LR, 2
CEAERT AR R R I R IR A
e B SCHR AL 28 U5 iR 1 B Al L IR N 2 50 A0
KVFEH B, W08 0 E PEAG 4R BE R B R AE L R
Wk R PEAS O R bR, 0 = AT R 2 PR IR
PE AR 20 PR (OGBS 4%

ABETIE

1 WG IEFRIFIE

HO B 5T o, FR AT B S A A A ) [ P A A DG 2
ARICHK A RBOR S ML RUTRE e N &5
VAL HE AR 4E B, B 25 4k O N FH 28 58 9 Bk 1) Jo £ AT
PPk AT REPE 5 AR AR 2 2 2 ) — b
FHAR BE Xk $60FR 4 e 24 58 25 1 DR A0 8 09 S8 g
2021 4E5 1 14 H—7 A 3 H,REHKIT T(h2y
AT N A B EAL B R R 45 ), A X5
F B Ry 22 OGS L 5 R I R B2 A RHBF
NG VEBEAGL Ak B T 5 SR FHAE Hh 25 24 4 K 2
SRS 23 DU E SR A AR5 & & A 0] 4 B

1202
Cy" PEHARG 2023 F5532 555 12 5

traditional Chinese medicine; human use experience; evaluation indicators; Delphi method

FAIEA o U iR) S W 117 iy, Herp JE 0 4
2y Ee B X LS 5y 8] A 19 0 A, 35 E A A
EEAAEH L UE — B AR br 4 A PR br 24
A B 1 BT8R IEE L K W R B HEAE
2 ERER

TE 4= VG BN e FE T 22 A4 HG b 2y R BRI
PR Hh R 248 B A 2 D T B R 5%, B B R s % DA
R HRFR, DS Ll U T AR ] 10 AR LR AR
7 B PR e RHIFHILRG Aol 55

F1 LRIERNGRE n=22
I H N4 L 51/ %

i %

40 ~50 8 36.4

50 ~ 60 13 59.1

=60 1 4.5
CAEARERR /4R

10 ~20 3 13.6

20 ~30 9 40.9

30 ~ 40 9 40.9

=40 1 4.5
HHFR

EmE % 20 90.9

IR 2 9.1
e 2= i

LSRN 18 81.8

- f 55 A 1 4.5

A F} 3 13.6
B 5

THAEIAR 3 13.6

B R 14 63.6

& 55 N bt 4 18.2

HoAl 1 4.5
RS

o I R 15 68.2

gl 2 9.1

(EEiES 2 9.1

HAt 3 13.6




3 HITEREE

R R 9 L Rk, JF R 2 5, SR ()
B RS BN G X U8 b R AT 08 o5 B 1
N Z 55 F8 b5 1 R AL 56 & ZXT 4548 45 1 8 220 |
AR T R R B A K B 1 T A3 B X 4 bR &
e ) B G B L, EE MR R AT R AR K
i Likert 5 253 40 121, 3 20 8 125 U0 W 3% 45 A X B
A R R 5 AR AR i IEAR A AR L LA
B BB MABENZ W 5 AR 1.0,0.8,
0.6,0.4 F1 0.2, “FIWi K" 645 B 40 b7 50 B
28 S E NN R EH A 4 A, Bk
oL 20

K2 LAWK AR

X 52 W 1) L £ 5 T

) T 44K Hh
X h N
LINoRS T 0.3 0.2 0.1
F k2 0 0.5 0.4 0.3
2% [ N A R 0.1 0.1 0.1
HE 0.1 0.1 0.1

4 ZEitom

S, A Microsoft Excel 2019, SPSS 22. 0 4 3 47
Kot AR BRI 23 M7, TSR A% T4 B P B (E A
28 VB S RR L R AE WM R IF X R AR
JE AR A AT PPN . Ho L KB AR TR
UER C VN F SNES SR R R UL S ALk
KR x100% ,— Bz fH > 60% 9 BEbf 5 & HALk
FA(Cr) ARG RV IR A3l (Ca) FIAE R JE (Cs) 3t
B ,Cr=(Ca+Cs)/2,Cr>0.70 F/xLZBGHFEE
v HLP A T A 5 50 W U R O 4 1
IR R KL (Kendall’s W, W) UKL Z0 B 1545
PEU LAY IR AR I, B AE O ~ 1 22 [, B O 35 T
PR

& R

1 EHRRAREE

5 1AL B K R 22 iy, i Iel R s 22
iy 3565 2 B L ol ) 22 4y, e Iml A) 45 21 £y
2 BB L AR R B 100% ,95.46% , &

Chinese Journal of New Drugs 2023,32(12)

FX AW 5T 25 T 1) LR 0
2 ERVUHREE

WIELFWPE a5 56 18 B2 R LR &N
f5 Cs 43514 0.808,0.811,Ca 435 0.895,0.918,
A5 2 2% Cr 4351k 0.852,0. 865, &5
AR R R ¢ v U ) e R X 8 A Y- B A A v T AR
T R 7 4 1) ) W A B o
3 ERERMARE

LR B W R E RIS 5 &ML R
ARSI B W RoR, N L KB I P
RECRE L 2REXBIWHIHARBILE 1 RAK
Kigwm , HRHLEE WG T 3, & X2 WP R
WLk 3,

RI LREWHHRK

. ER %24
P i 0

X P 14 % P
G 0.205 103.84 0.01  0.236 108.91 0.01

WEEME 0.144 72,62 0.01  0.181  83.57 0.0l

4 F1RERFOERRIBIRARE

ARG L X8 bn © F BT R n] BRI A R
I3VEA LRI MR WA, RS T
“ NG5 R o ml 5 1k 4R R R N 24
B Ak Ty A5 R e SCEET 3 N 22 5 Ak U5 Y
TR GORE” s 72 N30 40 T7 5 180 T 4 B9 v 2578 25
Z A H) —BOPE 4 R N R 24 6 B R — vk, e
T i R 45 = 48 b B — BobE s 78 N2 5 4k 5 1Y
e DA B L 48 5T M B B R 25 017 A0 AR AR R
B R W T o DR R e ARl T 5 L X
FEAR 24 PR AR b B SCVE AR B AE B8
5 FlRERFALERRERAE

92 Bk E It N a RIS 18 b 27 4,
Hoh — 204845 4 A 9888 23 4. — 4GB bR
HAE4. 1 L EHZERRZBUNT 0.25, 50K E
DL I8, MR N 2 8 Ak T SR PR AL A
CHRAEWEE GO BE MRS SR 2 2
o B ML P RN R SRR iR %
FLFE 4 D —GHRER 22 A AR bR, PR A &5
PG ORI AN A DL 4.

1203 Cyj
PEHARG 2023 F5532 555 12 8 ‘



Chinese Journal of New Drugs 2023,32(12)

&4 PEH AT OB

B S B (5 25) € TEEITFI (x£s) ERAK
NP2 36 Rk 1 5% 0k 7T 4 M 4.12 £1.01 NGB AL Jr 18 A Gk 3.48 £1.08 0.31
28 8 Ak T Wi PRAIE 418 5% ek A 15 4.62 £0.50 0.11
BERHI A B [0) f 3% 22 4 3.62+1.12 0.31
UNIEESE SRR S € %€ = 4.76 +0. 44 0.09
UNEEAY 318 LR R S C Iy 4.67 £0.58 0.12
UNEEAY 228 L QUL e s 4.00 = 1.00 0.25
SR B 22 5 ORI UE AR # 5T 4.43 £0.68 0.15
N0 4k T 5 400 B 4R 1 v 245 3 25 22 I i) — Btk 4.30 £0.87 B )y 245 A 1 — Bk 4.52+1.12 0.25
ik — ik 4.29 £0.72 0.17
i — Btk 4.19£0.81 0.19
ik — Btk 4.10+0.94 0.23
S T2 S — Bk 4.10 £0.77 0.19
FI b 38 1 IE ) — S50k 4.76 £0.44 0.09
I DR 285 J5 98 s 1y — B0k 4.43 £0.81 0.18
il £ T2 R — Btk 4.00 £1.05 0.26
N 2 56 hb 5 1% £l A 1 4.24 £0.93 i JF 4R PR 3.90 +1.00 0.25
BEAR 4.57£0.75 0.16
N2 3540 T 0 I K A 1 4.48 £0.77 I A 445 Jei 4 2 531 4.38 +0.80 0.18
I iR 8 NN 4.76 £0.54 0.11
R 2 R T AL 3.95+0.97 0.25
AN R LR B R A R 4.57 £0.68 0.15
AN BRI ) T AR 4.71 £0.56 0.12

RE TS B0 AT PP (4 0E 498 A 04 , A A I PR Wi 4R N 28

o 8y
W VERHIE T S5 MR, S8 bR P A 50 4y

w2 N 2 5 2 A K I R S B v B2 0
T PR A SR I LA — i MU AT AP
THERRZIFANR S 85, BRGNS
BB 14 T 24 24 TR R Sl R A A
T 0 AR IR A0 I 3090 R AR 9 45 L D, 7 P S
AR SR A VEAR A8 bR A 2 | Xt
N 25 56 WEOREFIVECHE TF 7 LG T A6, 22 30 55 1k
TE , 356 2N 4 B 15 1 R % 38 1) K 56 SR A AL HE
B, e AR R R ) AR AT & AR | R 7 F A
Uy rniml b 253 25 bnv o i N & 50 0P Ah 48 A
T 22 A B T O 25 A 28 30 Rk MLV TR R 5
T NP 22 36 B0 A AT P T A B0 A B R AR, R
C GRS AV IR 2R S ) S ER

AR5 24 R A v 8 37 R 58 3 (9 A 28 BT A
FEbR LR T 4 A — LA AR A IR AN 4 B, 4 3 A
FH 26 38 Vi T T s L S B R 2 2
[6] Fr) — B P P 155 00 RO B (0 o N 28 6 1
PRERL AR A2 J 2 0F 4 A4 1 BE R E 4G A 2%

1204
@7‘ PEHRR 2023 FE 32 B 12 59

£ 16 748 B i PR TIE 1 R Ok IR (A BT BT R B4 A 9
PEAE , BERHISCER B 8] 1) 7 22 1 A 80v R 5 BN
VA BB T ROR B ek, A 2R R R
R BT 5T 2 B 4R AL (9 A 28 56 BB IE 5 1Y) T
SR IL T OB AT SE P UG B Il R i B SRR
£/ U TN VN R i

2 B AEIRAE L K W S5 R UL, L RO AR
BT — 2 A R AR — 2 B TR
U9 38 e G T Ml AU, A 4 P BRI IR L v
G BHIT 2 T O IE BE o A, R [l AT R SR T
FEAR e AT BT 00 B, 406 AR BEORE YOS I T Y i 2k
P B EAE D, 250 L SRR L B R R 5N
AN B — R B I R R AR 4 T B PRy, i)
AE 2 DR Ay 24 it B VR Aol AF A B 3 v 25 2 A
ROV TN T 22 56 R W B 14 2 25 1 2 A 7 1 SR )
(8] (B ) PSCER 9 BT A3 3 10 ), 35 I R00R 2% 7 9
11, 1 R LA A 12245 B BE 65 £ 3 BRI A 4 T R
S AR FR AR N2 50 Ak J5 10 388 A2 BERE” 72T



Oy — SOV R A IR R 48 AT 20 b Oy 1 R
A 1 AR R AR, A AN — I A AR R
AR A2 T b 7 835 P % 48 A , 1A 2 3 a4 b
FEZIE S A AR R, S (ETAHNE
5 4 v 24 52 7 o R0 25 6 PR AT 5 S RN (14T ) )
SR IR R AT L B, AT 7 TIE 4 4 G e
FE AL 5 1 AR TR L

TE“ =254 of 25 1 O T E 4 K & b, A
25 0 U 8 kL B K RS S B AR R, — 7 b 2 A
25 W UE R 4007 T T SE A o 25 35 25 19 A R0 a4
P, 55— 05 T80 T S P 2 2 I R R 0 O R i 4R
kY BAERF R R R AT R B, A 2%
TR R LR U BT 4 G 1R 2R BE 4 T A 3
B[R A 2 xR R 2 4 R R A BT YA
SHy 43, S T 2 T T I A S E
AT M 32 %S % (| BRI 94 9 & 55 (GRADE,
OCEBM) "/, BF LUHR &R 8 37 A FH 28 3 V7 il 15 5 9 6
il -, IO 445 4 T S 24 R E A 25 30 VR R R
(TR L3 ek VR 5 U7 VR TN T R SRR
2,3k 25 T A A A AR (I R S A R
LA VT AR W PR ML, T8 AP 420 0 o 3
Y 25 3 245 O T A G R, SR O e AR I R A

Chinese Journal of New Drugs 2023,32(12)

RPEOESE | 1 3030 P 6 A0 T 300 o A 3 36 55 i 3t 52
R, et P 2578 25 Q1 1

[ & % x # ]

[1] HERHHEBERRLH DO T A0 255 75 il
T 24 R AT 4 15 = JRU (iX47) [EB/OL]. (2020 -04 -29)
[2022 - 06 — 13 ]. https://www. nmpa. gov. cn/xxgk/ ggte/ qtegte/
20220505092004149. html.

(2] HPUEEH, Wik WATRPRSETaEIM]. 42 ). dt
Ao E A2 A, 2005,

[3] FMEER. BESZREPH TR RN IM]. Jeat: fb2 Tl
fR AL, 2006.

[4] 3R, FWAE, 2RI, % B I PRS2 B AE e il 18 0T rh AR
kMgt k1], e E A4k, 2018, 33(1):
249 -251.

[5] W, ZR8E, MBw, 55, BT AR R Y 1 A: (R s o e
RS PRITM R R T]. T E ALY, 2022, 41(4)
70 -73.

(6] G2 i Wil A Ry . v 24 1 48 % T8 (B SR B8 LR )
[EB/OL]. (2020 — 04 - 30) [ 2022 - 06 — 13 ]. https://www.
nmpa. gov. cn/zhuanti/ypzheglbf/ ypzheglbfzhqyj/20200430154501315.
html.

(7] #i84, MRS, HEE, % Ky AJHER TR 4
P SRR R (], b b 25 2%, 2021,46 (7) « 1681 —
1685.

[8] BfaE, EUFm. M 2h 4 A i Ji] 10 o W0 5 5t AL O0F 50 1 1 T
[J]. " EB 2G4k, 2021, 30(24) : 2225 -2227.

(91 ORmgms, X182, TR, 5. v B2 25346 i R BOIP o 2 5T
BURAMHE (D], hBEZRK, 2022, 63(3) : 288 —292.

G B R L/ H #2022 11 -18

1205 Cyj
PEHARG 2023 F5532 555 12 8 ‘



