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Characteristics Analysis of clinical trial registration of traditional chinese
medicine treatment for knee osteoarthritis”
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[Abstract] Objective To analyze the characteristics of clinical trial registration of traditional Chinese
medicine(TCM) for knee osteoarthritisCKOA) in recent years based on the platform of China Clinical Trial
Registry(ChiCTR), and to provide a reference for the registration and implementation of clinical trials for
KOA. Methods  Clinical trials on TCM for KOA registered from January 2014 to December 2023 were
searched on the ChiCTR platform,and the data were processed to analyze the registration characteristics of the
clinical trials. Results A total of 163 clinical trials were retrieved from 2014 to 2023, with a year-on-year in-
creasing trend. And 163 clinical trials included 153 interventional studies and 10 observational studies,invol-
ving 23 provincial administrative regions,and the top three regions in terms of the number of registrations
were Shanghai(28. 22 %) , Beijing(20. 86 %5) yand Guangdong(9. 82%). The 163 clinical trials were mainly ran-
domized parallel controls(90. 80 %), most of the initiated projects were single-center(68. 10%) , the source of
funding was mainly from local finance(47. 24%),and the main efficacy indicators of the clinical trials were
based on the visual analog scale and the osteoarthritis index score of the Western Ontario and McMaster Uni-
versities. Conclusion At present,the number of clinical trial registrations of TCM for KOA is on the rise,but
the number of studies is still on the low side compared to the overall trend of clinical research,and the differ-
ence in geographic development have led to an imbalance of geographic registration programs.

[Key words] Knee osteoarthritis; Traditional chinese medicine; Clinical trials; Registration features

AT ST R (KOAD S — PR ILA M PR . 2 RIS B 1B A8 FAE , 51 & O 39 5 | fit A

x  EETB . TLPA SRS IR E (2022B1015) : LA P E A P HEFEE T AA TR B GEhE LR FE202104 5) .,
VEE® A TH1992—) Bl -LRFFTAE , B0, ERMHF PR RGBT/, © BEMEE.Email:cl78342571@163. com,



e 3644 - IMAREZ T A 2024 411 HE 40 %% 21 8 ] Mod Med Health, November 2024, Vol. 40, No. 21

MINRERAT . KOA % /&t T 2 Fh £ 2L W 4R A
SR, S i AR M AR AL IR B
SRS . RS BB A R0 L RTIR T KOA, 23
95 BNl — R B AE E R W, AL R L ) R B A
B OB A, IR E kB R 2R YT
KOA i HA B &R, PEAPR KOA R
3T LR AL, BEIEAEG , SR A s b 2 VB R VIR E
EIRYT B DU Bl BB R IR L RE 2 I 0 R L X 4
A R LA B

I PR 56 7 W B 7 S BRI PR I 58 15 B i A R4k
BB SR 560 78 2 A W B 2 F I R AR R A Il
PR 56 205 SR i mT 3 39 e L s R 6 B I B R
r 8 11 S 3 36 1 0 e (ChiCTR) 2 e 5 T2k 2 41
Bl IR 56 7 W 6 0 — GO ML . AR ST
ChiCTR “F-& . XF 1 & 253597 KOA 191 K 12t 56 73 0
15 BHEAT 3BT - 00 A0 56 I R 0 36 1 R A L BF 98 &
Ji& BAR S AETE Y [) L
1 BEMERHE
1.1 B4ER¥E 76 ChiCTR & F#Z 2014 4F 1
HZ 2023 4F 12 H &L EM 0 & F 9 E 253797 KOA
4 I PR
1.2 Jiik P ChiCTR MK RF G .KOA MK &K A
PTG F IR R A T B 2597 35 SO DG b R B
- T e 2 A O A R O 45 SR — sk A & EXCEL
2021 L AR A B A TE S R BN
R YR ST 4 &) R (i (R

P BIF 5 2 B D3 80 ST 58 BRSO HE 2 TAE L R AT R
¥ M ChiCTR &5 $2 B0 7 96k 32 240 48 . 1
H I S M B 98 95 9 L B 98 S AL B 9% iR
TIREAS & RS £ 3T L T TR L 28 9ROk IR
1.3 G2 b3 ¥ Pr o BE 9 MR B A
EXCEL 2021 " it 478 #5347,
2 % 7
2.1 {EMER KRR 163 WL T AR 4EIT
KOA il R 5, 2014—2023 4, KOA 19 I IR BF
GEE WU 52 AR 3 I e, IR AE 2023 ARIA F T %
fH33 5, WK1,
2.2 FMHIR S PR S AL 163 WG R I L ¥
K23 A HAT X M ECRHERT 3 Y b X 4 0
iE[28. 22% (46/163) ], b 5T [20. 86 % (34/163) ],
JTARL9.82%(16/163) ], WL 2. 163 TG R I 50 ¥
K163 F ML A, Fof B B 139 K. b b A
(85.28%0) , P MM R FHET 5 WA 4 K
BIUAE) « 1A v 2 24 R 2 B ) W S B2 BE (16 351) | v ] v
BERFEBE (6 W) ) AR A B BE (7 T VLI B B
(530,

35 -
30 4
& 254
m
<}’1_4:3'20-
%15-
== 10 4
H
5

20144F 20154F 20164F 20174F 20184F 20194F 20204F 20214F 20224F 20234
EMER

B 1 REZEIT KOA IERIXEFEME

50 246

)l pm o
L e o
HRt om0
o= WL e
KEm

2 HREZRAT KOA IR EMMBEB S FHIER

2.3 ZREBIIEN 163 Wil R A AR 2 9
FePR A 154 T, 5 94, 48%, AR IEHE L AT 3 By
WK Hy e M7 WF B [47. 24% (77/163) 7, B % W B
[17.18% (28/163) ], EE BE [11. 66% (19/163)], WL
K 3,

907
804

704
ﬁ 60 4
m
I 504
&
1’3'; 40 4
£ 304
H

19
204 13 13

104 4
04

9

ERME HAME &l ER A% B KRRE
3 PEHEF KOAEKRKKBZHREER

2.4 WFFRAEMGEIHEN 163 Wil AR5 LT 7
PEBFSE Sl 93, 87% (153/163) ], Y9 47 10 Tl & Wi %¢
PERFSE . 163 TG PRI 50 3% 760 & 7 B, b Bl AL
3% B 56 5 L B 5 (90. 80 %), Hi vk & BA 5 BF 5% .
W1,

£ ERIKBIEITS%

WFFE 2 A T H H(50) ERi A7)
BELF-47 %t IR 148 90. 80
B AL 38 %R 1 0.61
ke Bt AL xR I 50 3 1.84
BA B BF 5 5 3.07
AU 3 1.84
i 8 4341 2 1.23
R 1 0.61

2.5 /2P R FEAE 163 TG IR,



WAREHT A 2024 4 11 A% 40 %% 21 1 ] Mod Med Health,November 2024, Vol. 40, No. 21 ¢ 3645 -

BB FSE 111 (68, 10 %) , Kk 20 A BE B s £ i
5T 52 Wi(31.90%) ., WL 4, Hrp, Lifgiiese
VG B2 45 A I Be/E S 41K B0 7R I B < BLSE I PR TS 5 T
KOA FHEHRMEMRET 23 XS 5P 0,8
FHE5RLRELZMTHE, 163 TG Kk 5 b, Hee A
it 30~5 000 fil , Horf 10 AR A i K F 3 % F 50055
TREAR R KT 1000 1], 35 Ry LR MEAF 52 s BEAS B KT
50~100 i i) WF 55 50 H $RE i £, 49, 08%, UL
%2,

125+
111

1004
754

504

HEWE (W)

36

251 I y
5
0 r r - r | I

LROL TV 25 6~10 Ry 10N A
B4 B/EHOHRFITER
x2 KRREEFAESHER
HA R ) Tt H #(IH [ ACZ))
<50 6 3.68
>50~100 80 19.08
>100~<C500 67 41.10
=500 10 6.13

2.6 THUHENE 163 I K 56 0 T S it 9 B
Bz gl O\ B e 5 ORI 55 VBT S0 VB
HLEE L 24 52 5 1 500 A0 B, A 2 R XLk O R A L A
2YET R AR R S T (kR T AL B XU R
B A A TR L R T N T R A | e B
BRI B R RS R E S R AN
SHR 77 S ) N HCH A BUEK A P 2Y, % BRI 32 2 A P
25 LN R R TR VR R A

2.7 FEITHGEERS 163 Tl PR 1 25 )= 45 B AT
Gro 6 3. (DR A b - ML i 2R (VAS),
PR BT VAR B 3R OGN 8 0 R B OC T R 45 )R T
O3 A T R PR ) 45 L % 1 28 M R IS B 4T 7% R
Wi M-Tone JEJE . (2) X DI RE M 46 5
VY22 s 1 22 5 By i 4 DR 2 B G 1 48 4R L (WOM-
AC) P4y, Lysholm JB &5 ¥ 43 L B 575 2h g 8 55 45
LSe35 ey SR A O NS S SRS P W VYUY S ]
W3 28 285 03 M B9 38 3l D RE DAl € 19 I 3l B E
Prokin &84, (3) 5248 M e 46 5 : Kellgren-
Lawrence 680 & R MRS . () hEBEM K
fa b P BEIER P4y . (5) @ FEIR S P 45 A - £ FEIR
DU A 3 | DT 2% B8 B IR 57 ik 415 K, 30 3H R 08 B o

(6) % & PEFR b - AL 48 1M H ML L R H R AE L T BE &
163 I PR3 56 35 10 3¢ T 3 BI7 AHE AR, 2D
WOMAC 1 VAS $¥43 28 3. 70 5l 113 162 I,
2.8 JriksEfiiE 163 T PRI . 148 TR A B
BLFAT X R T5 vk, BEAL 7 3k £ 29 e 3 Fhoy =K, 43 5
BRI B FEHLL71. 62% (106/148) ], 43 2 X 4H B HL
[13.51%(20/148) 1 X AR HL[8. 780 (13/148) 1,9
TR vl B BEAIL 77 ¥ o D& TR R T, 14 T 5E R AW
H .24 WAFRCR R E .52 BMF SRR H ¥, 73 T
IR BB O
3 i it

Ik R A 5 %5 HE Bl PR 45 AR i 20 A 0 2 5 S,
PRAS B 1 50T 0 58 4 RO T 1Im PR BIF 5 108 8 45 18 LB
P R T R B R O S A E A T L R I R
KI5 1 TEAE R L 55 . ChiCTR J& Tt A T A4
2V PRl PRI I8 1M & 10 — SO AL L 7 51 41 B
S PR 58 B & S O i & 4 T mEAE T AR
LS5 R, ChiCTR WA KOA I FRIR 58 [ 2015
AETF bR S 1 R T 4 AR TR RIS S 2/3 DA
(67,48 %) » U BB 5 2 X s PR 3 55 3 WF 19 T G0 42
W AR 163 T PRI 9 A T S M X 0 A T 23
AN, B A 2 T AR IR b X, X4 A A -
. W R 5T A J T (1) DX 38 0 A7 B R & R B ML X
4[] DX P R e AT AR A L PR R I £ B LA T
M) b R AT DAL Al DX sk Y £ 2 4 A L
SRl T e B B0H 25 W BUH 2 T R RS
ts o b b R B s 111 W, 5 2/3 DL B
5L ERLE5RIERMR RA 16 3, Bk LE,.£
OB 5 B i 2D X T R T I A 48 B I ) AR
A, (HR L 2 WEgE AT DUHS B I A BF 53 0 4 L 15
PRI R 5 » 12 v T 9 &5 SR 1 R PR R I 3E L OF
U W T OBE T S B b, DA B 4 b IR 5 T AR
HUOM L BT B B st R R R . 163 I PR
55 LA Bk 0F 58 O 3 H A BE AL F AT X B g8 148
T, 15 W AFF 5T 2 %o BE AL B 3 56 2 Ife A 3K 56 i 9 A R
Y 2 — (R TN TE B T B . B AL X IR 5 Bl Ry
SE VP SR 25 ) BA IT O IT RO A A bR e
BEMLXT BRI I6 TG UE IS 2% T b3 . 2 I PR35 7
MR IR . 163 T AR IR 56 L X 38 T
KT E L 23017 %, R AH R AT R 56T /Y 43 0 o
31.90 % F1 44, 93% , UL BHBE X H X HIL K T /0 &
P 3 S e T 05T R LS I BB AR A B K B
T AW AT RE S0P 7 RiRIF AR B A K, IR
Bt S H B LR S B, AL, 658y SR
T B 00 A7 1 i — 20 4 [l 32 28 ChiCTR
S N R A B B A DL R I R U5 Y



e 3646 - IMAREZ T A 2024 411 HE 40 %% 21 8 ] Mod Med Health, November 2024, Vol. 40, No. 21

TE

ChiCTR F &5 /il R A58 7 5 BT DA I 58 35
(14 16 PR 3 56 Rk 3l 2 1% - 5 FTER A T AT A 5T 30
AR B g5 X AR A BY T80 N 0 B B R ST L
LA AE SCAF T T PR B SR 5, AT A HE 2 O A
BOMESE | SEAESR 78 ChiCTR & 3 o 2 24
IBIT KOA A1l PR 18 56 250t AN W 38 i, — J 112 I IR
TR A 2 I R X 6 A A ke bk L 5 — Ty T
7 KOA BiiG 7 1A B 2 AR H A58 K
G IRFFRAR R . AL, P E 2 KOA Bk
WA EEHR, IR T P E R ARy
TR AR ST AT A DG MO T A v B 2 B
1B KOA i RIR B B 1T B o8 SR Fn ka3 . R ACHIE 5%
Y4B TR 2 5 St E R I PR 5T 16 3 43 ) A
F AL FE WS I H b 5 A A P RS R 1Y
e PRATF 58 K EB o Bh b 2 5 H . o 2 LA, 1
PIBIF 9% 3 & 1 I DRI 50 1 & i H 25 3 30 . (R B AE A
— S ] B T AR R S S e ) R R R 2 7l
KRB 22— #5 I R 96 R R 55 °F B 5
W 18 T e b 3SR DR 8 R 43 A AN B 47 AR SR OP i 1
BT, R, e 25 A B R HTE B R E R 0
R, &R 2 i i R 25 B iR KOA
A ARSI R BT 5 . 2 8 h B 25 A9 B A3, il ad
B NGRS ), ROk M g AT P R,
A B BRI TT LA B 2532 97 1R Z DTG T 4 b R
% T KOA iy B it IR FFHF

2% Uk

(1] VF2fsh. R R 200, 5. R OB G
#) Z RIRE YT L2 R ] b b EE R
Zei.2024,32(4) : 81-88.

[2] BRI, WE . 55 PR IR Y7 A 4 )
B R RGOS AERELT ], TP EIEH, 2022,34
(11):57-61.

[3] JIALE W,YINGLIN Z,YURONG Y,et al. Re-
search progress in the treatment of knee osteo-
arthritis with Chinese medicine[ ] ]. Front Med
Sci Res,2023,5(9) :564.

[4] GU P,RUI C,WANG K, et al. Research pro-
gress of treating knee osteoarthritis with tradi-
tional Chinese medicine[ J]. JCMP,2023,5(8):
2343.

(5] RZEM.TIEFE Z40F, 45 il PR 1 56 o 46 24
% WAL e OGP 2A R T 40 30 T 2 i A

HOR i PR 3 56 0 & SCLT DL b A I B 27 e
2018,18(6) :538-542.

(6] wm—3k, FHB, VIR, 55, & RIUEI A R 2y
Il PR 552 e w9 g FH 8L 25 B gl ) . v [ A
JEEE 2424 5,2023,23(11) :1360-1364.

(7] B 00052, gk wfr. o I PR3 90 BF 5 3 WA 28
[0, SE A BE 2, 2021,35(7) :665-667.

(8] ZB7H. WA, o e W, 45, 5K i 25 9 i PR 56
BIURE BRMR 43 B K i DX P BL A 1A R 4 2l 1 S8 %
LI 0. B i R 28 B2 596 97 %%, 2020, 25 (10D«
1125-1130.

(9] JEALME . X £, AR . 5. T8 E 25 9 i PRl 50 4L
P 1l 3 Rl A A IR 5 LT ] o E 20k,
2018,27(24) : 1-4.

[10] B3 5%, 2R B Bl IR AT B, 55, S22 45 LA K [
B Z ol i R 360 HLR G AR s SRk g [T ],
B2 ,2022,31(16) :1574-1579.

(11] BEAk, B . B [E 259 [ Br 2 b i Rt 56 1Y
WEFEBR LT ], v Bl IR 25 B 27 2= 3, 2019, 35
(4):399-401.

[12] P, sk i 50 B, 45, b Al 24 116 K Bl 1L %
PRI STk 2 M 4 i (202D [T . AR 22 HAR-
HEE 2 AR AR, 2024,26 (1) :109-118.

[13] X2, vk , & o 8, 5. B T il Rk 3 10k 7
R EAESICRAR S P EE
G2 A ,2022(7) 1 50-57.

(147 Je' BRICH, BRiE, 55, 3% i K e 938 97
KT RBYBEAL BUE |22 B0 R Bl RF 52 [T ).
g BE 24, 2019,53(11) :48-52.

C15] PR, s iz o Jal e i), 45 38 45 TF 9 iR 97 K
TR CGER ST R R RO IT R KA
PERY B SEHE BEOF SR [T ). R R 2, 2023, 54 (17) .
5657-5664.

[16] PRISHIL, B4 B B 5% 3 8L i G DR F 9 S5 il 1o
TR O ) R0 5 0 s A5 PSR W [ ], v B 2448 B A%
#,2024,32(2) :190-192.

(177 G BERF, TRk, 45, o 25 91 TR 38 56 AL A 45
LGN A LT ], I R 25 3 2% 2 5. 2021, 37
(4) ;458-460.

(18] R, FRE R, % BUR LREMMA T RE
WP 25 BUOR SCA B A F g [0 ], AR R 2%,
2023,37(2):27-31.

(s B 1 .2024-02-27 & 18] H 1 .2024-06-30)



