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ABSTRACT Objective To evaluate the efficacy and safety of Tongbi Capsule ( TBC ) for treating knee
osteoarthritis (KOA ) . Methods A multicenter, randomized, double-blinded, placebo parallel-controlled clinical
trial was conducted. Totally 158 KOA patients were assigned to the treatment group ( 80 cases ) and the placebo
control group ( 78 cases ) in a ratio of 1:1 in 4 centers form March 18, 2018 to September 19, 2020. Patients in
the treatment group took TBC, while those in the control group took TBC simulator. All intervention lasted for 4
weeks. The joint pain visual analogue scale( VAS ), Western Ontario and McMaster osteoarthritis Index( WOMAC )
score, and Short Form 36-item Health Survey ( SF-36 ) were compared between the 2 groups at 2 and 4 weeks
after treatment. Efficacy and safety were also evaluated. Results Totally 15 cases dropped out in the treatment
group and 14 cases in the control group, and 129 cases completed the trial. Compared with before treatment
in the same group, VAS decreased in the two groups at 2 weeks and 4 weeks treatment. The decrement was
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more obviously in the treatment group than in the control group ( P<0.05 ) . The total score of WOMAC and the items

of routine activities also significantly decreased in the two groups. There was statistical difference at these items at 4

weeks treatment between the treatment group and the control group (P<0.05) . “Upstairs and downstairs” score in

WOMAC pain dimension, “sitting, lying or rest” in WOMAC stiffness dimension, “walking on the ground” score in

WOMAC function dimension all decreased in the treatment group after 4 weeks treatment ( P<0.05 ) . In addition, the

improvement effect of the treatment group was better than that in the control group (P<0.05) . SF-36 scores in both

groups decreased after 4 weeks of treatment, but the difference was not statistically significant (£>0.05) . Adverse
reactions occurred in 9 of the treatment group ( 11.25% ) and 5 of the control group (6.41% ) . No severe adverse events
or reactions occurred in the two groups. Conclusion TBC effectively relieved joint pain and improved joint function in
the treatment of KOA patients with cold and dampness syndrome, and had good safety in long-term medication.
KEYWORDS knee osteoarthritis; Tongbi Capsule; randomized controlled trial; cold and dampness syndrome

B X5 4% (osteoarthritis, OA) J&—F i ZF#h A
R oM A E . IR K B A= R RRIE )
WS B Y, R TR, BT, &
TR A T E R WSS 20y, g, A (@
MEFIIEAE ), . 2R, T, Hrp a2 (knee
osteoarthritis, KOA ) Ifi# R WL 2. AL 4E
ANZ UL, RSB RmEn, # X &4k
B, 55 %L LR GL 88%, LML THMES,
SETR E F 2T S ik, &R EFAE St
e ZIRI IR 55 53%, 7 EUMR E R R
AR, AR RERIRE AT E U ¢ Y

AglE i BEeE CEET U, EORER R
PEAEINAE 5 e RIPHIEMTG 6 R A
BN E AT OA I EE TR © 7, e 21l
REPEAG KA ENEIVREEIRNAY )T, e
MR CRRIDUR ). B, ARAL. JRREE. B . ZkiD
FIARL HIH SN AR R. EE S 2A g,
BEAPAML . 8GR . AR fRHr et . HL
FEILZ ). AT B LSS B I 4R )T KOA £
Huts o BEAL. WE . R BRI R S, 40
PP E B SEETT KOA A BRI 2e 2k

R"EEHE

1 Wit

1.1 VWEZHsE 2 5EE RGN &
1995 4 15 1T 1) KOA 43 245 v ® 105 i 1A i of B«
(1) 171 A H R ZHE A BR; (2) XIS shit g
B (3) 218 <30 min; (4) 4i#%>38 #;(5) &
G2 A PERES, 6 142+3+4 55,7l 14245 S5l
1+4+5 % B[S KOA, U #2 Wiknife: (1) i
1A HRZHE A B ; (2 )X LR il Bk
()BT LW =R AR OA; (4) 4E 1> 40 2
(5) R4 <30 min; (6) XEATTHBIIA B, i 1+2

2kl 143+5+6 45, ml 1+4+5+6 5%, T2 KOA,

1.2 WEHRIESRRE S ERPES
IR — L E A ERYMEL S E (KOA) 1297 )7
27 O HAZLUF SRR A 1 W A b, S
TR A2 W, FH0E: Bk, IR, B8O R
R, SRR, JRERIEIE, AR, il AR,
PRI, IR, T SO N SRR R AR,
VU= I35 BN B R A, R, /METEC . K
TR, AP B, HHEER, KTseLE.

2 WASRE (1) 45~75 8%, B ARR; (2)
PEEE2 W KOA, iR 4» BN 5k, i EEHRIE ST
AUy FEW IR PELAIE; (3) F™H R 215 % Kellgren-
Lawrence (K-L) 43 %% "< M %%; (4) 5tz 0 & o
B3 455 4803 43 (visual analogue score, VAS) >
40 mm (GEHCZ R E PR AR O B B ) 5 (5)
BE T E A E M RIE .

3 HEBRARE (1) 5T 3 H W7k
THE PRI R (2) JRYTET 4 SR R R B
. JEH K PT R 25 (nonsteroidal anti-inflammatory
drugs, NSAIDs ), &7 & {3 5 sl H At i 3550 1 259
CAnFRB DR AE ) 5 (3) GBI LA AR Ao —Fhse i
9o S BRI " O N LN 5 TS Bk . SRR
B 7 B I s A IR . IR R GO
GIOFRE MO (4) TREAT . TR ALT,
AST>1.5 fFIEHH IR, Cr>1.2 5 1E%H EIR (=
A R I 0 SE 5 E A A R ) 5 (5) i
TRUA BT Bl 0 B . X LWL iy . R
U i 5 (6 ) iz 3 51 5( 7 ) PR SESURA AT K
9P I S (8) AR, Al LI A 2 s A TR
T B D B A P T i B A a5 (9) A 34~ H
2 hn it HAIG RS

4 FEARRANE S E0 I KR i T I8
2 SRR T, RS ARG F IR AR A ]



<1177 R E YRS A 24k 2022 4 10 155 42 55 10 1] CJITWM, October 2022, Vol. 42, No. 10

Sy

1:1, RADOUMREE:, WEMKF o« K 0.05, K
Rhe 1-B h 80%, A FrTEEA I Ry g4 68 ], B
TR 136 il KOA 3%, L&k T
Bl 210 20%, HRIANA 164 F 3, B4 82 1),
5 —WR 164 #]25 2018 423 4 18 H —
2020 49 1 19 HUlE ok A h E h ER B 40 ]
BEB . LR R REE KB ERE. IR EZ
FKeEB R BB . I EEBE 2 0 KOA (11112 /&
&, MR E SR . R AT NSAIDs 254
RS 6 6], SRR RBENL S, A =y
R BEHLIL NS R SE, Gi—rBCREbLS FZi9r's . i
INBENLAC T BC A S BIE . A B L B, e X
WA EE, FP A4 A BRI T RO 2 ) g o PRLLAF
1. MEH . REFS% (body mass index, BMI)., ¥
PRI R o L JRYT L BOGTT Xk & K-L
TP R, ZR SRR X (P>0.05), UL
T, AWFEES T P E P ERERLTZ BB
F2E (No.2017-049-KY-01),

PR o

N

&

R AR

mH R (80 ) XFHRLL (78 4) PAH
ER (¥, Xzs) 51.87+18.25 53.13+15.48 0.637*
ZHERE [ (%) ] 63 (78.75) 59 (75.64)  0.474°
DUE [ (%) ] 80 (100.00) 78 (100.00)
BMI (X+s) 2497 +379  25.07+3.54  0.863"°
e [ A, M (IQR) | 46 (22, 94) 40 (24, 72) 0.746*
LR [ (%) ] 0 2(2.56) -
Jead s [ (%) ] 71 (91.02) 70 (89.74)  0.822°
TYRITH (B (%) ] 74 (94.87) 72 (92.30)  0.961°
TREARS () (%) ] 63 (78.75) 53 (67.95) 0.124°
AT X LR [ (%) ] 0.839°

EH 6 (7.50) 4(512)

SEH, HIJGIR REE 4 (5.00) 4(5.12)

S, AAIERESL 70 (87.50) 70 (89.74)
K-L 438 [ (%) ] 0.572°

1% 11 (13.75) 13 (16.67)

% 42 (52.50) 41 (52.56)

1|23 27 (33.75) 24 (30.77 )

T SR s CRH x ? K AR IBRAIRLAS ;SR Fisher
DI TL

6 ATk WAL AWIIIIRITE . %
WF . RERIEES, BTEAS ST
ro Rrkm 2 SRR SMUAARIC y A BB, K
W RE R AR R 2P 0N —A 2048, TR IEREDL
S3HCER b B A6 2H A AU BRI - 4 AN [R] 24
PR ARANIZ54%, FEt T 95 T A PR Rl sk 2y
WA EE T, MEETTRE . RIAREH
J&, BUE IR AR RS, BT E, DU REA 5

B i i 45 2H s (9 T Xk o B AL s Geit e e, b T
PAH, Wl ol R4l U0 2 25 T P
(BRR A 255 0.31 g, ILARET D ARRAR, 4t
50171204 ) T, 1K/ R, R 3K, E/K%EAR,
HEERZG 2 4 J8] . X RRZL 25 T Im S A ARADR) (2
ORI, BERL0.31 g, INARIET N ABRA R, it
5171204 ) Hfk, 1RL/R, BER 3K, TE/KEAR,
B2 4

7 UEAE R S i

71 IR VAS I IRYT 2.4 JHIE S5k (1]
Ik TS

72 VHLIEEFNZ r SR 1T 24858 (Westem
Ontario and Mc Master Osteoarthritis Index, WOMAC )
i B R . AR, H RS s aY e ui H
g IRIT 2.0 4 RS S0 [13] iE TS

7.3 AR B A i 3R (Short Form 36-item
Health Survey, SF-36) ¥4 697 4 JH 55 % 3
Bk [14] i by

74 AR IR HETE WSSO R B 1 A A
KA, FFE T ORI A, I, RE A R A
SR R R ANE L

8 itk SR SAS 9.4 GEit bt
1o TTEFEEMTAESH MR X s Fn, JEIES
A3 A R i % (median, M) U4 A R (inter-
quartile range, IQR) FEir; WAL K4l [A] FL R
F t K 55 5% Wilcoxon kARG 56, 11 H0O7RER F £k
() BABER, AR EERA 2K, %4
PR R 3T . P<0.05 AZERA S rE Lo

# R

1 WivetEol  RXgwdilids 15 %1 (18.75% ), H:
10 ] PR A AR R . 2 ] R P RO BT
3 BRI R Ui Mive . X FRAANETE 14 151] (17.95% ), 7 14l
PR S AR H G . 4 BRSNS . 3 il
RUIMETE, Text 129 BT T geito b, HARMESR
AL 1.

2 W4 VAS ITortbis (R2) SAMEITHTLL
B, PREAIT 2. 4 )5 VAS M TRE (P<0.05); 5
XTHEA R ZE A A, a2 PR i (P<0.05 ),

3 W4l WOMAC #oprkkis (£3) SR
HELR:, PI4LAYY 2. 4 8 WOMAC S5 I H R 3
PRI (P<0.059;" HikEe4HiGyy 4 JinAWOMAC
SPEA O BEAL R R I . (P<0.05) 33777 4 JH )5
(AR TPy o s A ol TN 2 R 4 BT R R



TE TP RS A 2 2022 4 10 J15E 42 55 10 1] CJITWM, October 2022, Vol. 42, No. 10

-1178-

KOA i3 164 1

Skt (6 61)
1 (TS ™ E S
2 {Al1E 4 JA IR 55 12251
3 BITERR IR P50

A4

‘ BN (158 i) ‘

—

A4 (80 ) ‘ ‘ i (78 () ‘

17 (10 41) WisE (1249
1A e 3 A
BT HARE > ‘ BT
1% i

v v
SEIN 2 JAWEE SEIN 2 JAWIEE
(70 f5l) (66 1l )

1% (54 1% (24
BISSEAER — PSSR
%1 iPS]

A A 4
SEIN 4 JREE SEIN 4 JRWEE
(654i) (64 )
‘ 120 (551 4007 ‘
B 1 e
R 2 W4EIE VAS WA eEs (43, X+s)
ZH 5 %L Hif (] VAS
R 80 BT 51.80+10.55
70 HITIE 2 A 36.00 + 13.39"
RIT)E 2 ZEE -15.80 +10.11 %
65 HITIE 4 A 26.08 + 15.44*
WITTE 4 A -25.72 +14.53"
poyiist 78 JRIT T 4917 +9.75
66 HITIE 2 39.00 + 13.83*
RIT)E 2 R -10.16 + 12.05
64 HITIE 4 A 34.77 + 15.91*
RIT)E 4 RZEE -14.41£12.78

TE: SRR TRTINEL, "P<0.05; xR R EIAEL, ©P<0.05
HINE R 7 N SN N ol = I R LD = I R O
E” 3G HESRITRIAA TR (P<0.05), HitLs:
HEXRALE, ZRA5HEE X (P<0.05),

4 PR SF36 T 4y tb s Bl gR. X MR 4
1A JT 4 J8 SF-36 % 43 43 il R (111.61+£1353) 41,

(109.13 £1551) 77, BIAYTH [ 43510 (10359 +14.92)
g5 (104.64 £13.33) 4 | ATk, ARG+
B (20966, P>0.05). Midlifyy 4 J& SF-36 W4t
¥, ZRIgirE X (21.816, P>0.05).

5 AR R 9 #l kA R FAE,
HrHaR 26, B2 A0, B REREE 161 . PRESM 1 1]
SKROE 6], SkEZ 160, B 1, RS
w1 IR R AR RO S 5 1, 4 AST
FrEs 16, R8YE 1 6. BAREFM 2 4. TR IR
g 1 B, PRI ARMEERAEFE

it #

KOA I K& Wi, £ &M, 40 5 LI EA
BRI K 10%~17%, 60 % LI I H 50%, i
F£ 75 % DL ANBE )RR ik 80%, BURE N
53%"% . PHEEXT KOA BT G 2506y 7 L F ARG
J7, EPRMINT B Z X BT RE, BT
ARIGIFENPUE, 8k TI AR RS G352
FARIBIT . XEEREOLN, 25WIR YT X2 A 5 I
BAF T DIRE ) B IR BRI I e s 2 L. H AN
F T KOA 11254 = 240 35 NSAIDs J 24 KOA ¥
15254 ", AEAEAE ST RO BEAR R e A R 45 R

KOA JR =2 “H¥” JuWs, R “HIASR" Z
— N - KAAE ) Rk RAEE, BEA
AT, ERERE, ERE, LHEEE (KN - E
W) A, BT, NETHE SRR
L2 WS RS A e, Eas AR, IR g, &k
A, BEE RS, e AR, K. . BAN
RBUHBRAGE , A, 28 o PR & ki
R )3 1 T S R B R KU R YT, 4l
IS R AR R AR Y, ARk
WAANFIEBE IR, K. RKREE. O THAR
SR, HOERAGEE N EAYIRIT . AR V8
IR HE IR YT KOA T W35 & 7 B0/ S 61T TRk Jr il
BOREAE . IR B A e 25 S4B R, BIG . BT,

R 3 W4 WOMAC P (43, X+s)

ZH7 %k (Y| WOMAC /43
JERE A H &6 3h RS A Rl oA B B AT
K 80 HITHT 50.26 + 12.73 35.65+ 9.51 3.19+0.77 1.80+0.75 1.92 +0.80
70 ZARYT 2 A 43.00 = 10.42% 30.50 + 7.80* 2.60 + 0.61 1.60 + 0773 1.88+0.70
657 JRIT 4 JH 38.25+ 10,50 2744 +7.75%" 2.12+0.72%* 1.42.40.58"" 1.37 +0.60%*
Xif I 78 b Al 48.95+11.18 34.17+8.35 3.30+0.73 2148 +0.76 1.92 + 067
66 A2 4400+ 10.05" 30.86 + 7.16% 2.75+0.71 1.78 +0.75 1.88+0.75
64 T4 40.56 + 9.38" 28.55 6.75" 2.48 +0.76" 1.66 + 0.65" 159 + 0.64*

s SRR R, "P<0.05; SxHIEL A s, © P<0.05



-1179-

R E YRS A 24k 2022 4 10 155 42 55 10 1] CJITWM, October 2022, Vol. 42, No. 10

MG A R 2 BT S A AR U . PR
PR U820 oSk @ AL R O R AR e, B
A RAFRPLR . BURMER Y Dk TR sUR 1 W
B2 Al A N A R T R A, T HELE
L) KOA B RL/N RUARCE B A8 2, LR AF o8 KB,
T P T P AR A M K B R U h R PR,
#I4Z% P (nuclear factor, NF ) - k B {5538 B 19305
M 22 A S PRI 2 B SR A T Bk, IR
R, HBEARPERIURA DR A

AT AT — 2 JRBRYE, AnbF o ihots AR
AR RBEAYEXT YA AW 27 Res
FROAEER VAS PE43, ABEE NSAIDs 14 BHYEXT
F &R 1 ik NSAIDs F2A77E B i . O i S Y
AR, K KW SIS KR XU,
Z AR PER R FARTT 2R G518, AF5CR LR
FIE % I

Mz .

& % X W

[1] Hunter DJ, Bierma-Zeinstra S. Osteoarthritis[J].
Lancet, 2019, 393 (10182): 1745-1759.

[2] Pereira D, Peleteiro B, Araujo J, et al. The effect of
osteoarthritis definition on prevalence and incidence
estimates: a systematic review[J]. Osteoarthr Cartil,
2011, 19 (11): 1270-1285.

[3] Kim C, Linsenmeyer KD, Vlad SC, et al.
Prevalence of radiographic and symptomatic hip
osteoarthritis in an urban United States community:
the Framingham osteoarthritis study[J]. Arthritis
Rheumatol, 2014, 66 (11): 3013-3017.

[4] Cross M, Smith E, Hoy D, et al. The global burden
of hip and knee osteoarthritis: estimates from the
global burden of disease 2010 study[J]. Ann Rheum
Dis, 2014, 73 (7): 1323-1330.

[5] Thomas E, Peat G, Croft P. Defining and mapping
the person with osteoarthritis for population studies
and public health[J]. Rheumatology ( Oxford ),
2014, 53: 338-345.

(6] e KU 2% . B R RINIESE G897
5 [J]. thaerhE 24, 2021, 26 (2): 929-933

(7] PR BEL TR 2R (BT R ) I
RSTr4a Rt E TAEAL . OBkl RISy T8 5 - I
PO U DG R ) [J]. B 2#41152019,29 (3):1-7.

[8] Kawasaki T, Inoue K, 'Ushiyama T, et al.
Assessment of the“American College of
Rheumatology criteria for the classification and
reporting of osteoarthritis of the knee[J]. Ryumachi,

(9]

[10]

[11]

[12]

[13]

[14]

[15]

[16]

[17 ]

[18]

[19]

[20]

[21]

[22]

[23]

[24)

1998, 38 (1): 2-5.
B K R 24 A R R B R] . 22 A&l 95 A e
BE il PR A2 (M), bt [ 58 B2 24 4 B )y = g ]
2010: 263.
Kellgren JH, Lawrence JS. Radiological assessment
of osteoarthrosis[J]. Ann Rheum Dis, 1957, 16:
494-502.
Huskisson EC. Measurement of pain[J]. Lancet,
1974, 2. 1127-1131.
HHSE . GRS IR OGRS TRONEE (J). 5
FH-C BT A %5, 2014, 22 (7): 122-123.
Bellamy N, Buchanan WW, Goldsmith CH, et
al. Validation study of WOMAC: a health status
instrument for measuring important patient
relevant outcomes to antirheumatic drug therapy in
patients with osteoarthritis of the hip and knee|[J]. J
Rheumatol, 1988, 15: 1833-1840.
McHorney CA, Ware JE Jr, Lu JF, et al. The MOS
36-item short-form health survey ( SF-36 ): Il . Tests
of data quality, scaling assumptions, and reliability
across diverse patient groups[J]. Med Care, 1994,
32 (1): 40-46.
TR 2 o KRG 20 2% . T RIS RIRYT 1R
[J]. PAERIBF A%, 2010, 14 (6) : 416-419.
Latourte A, Kloppenburg M, Richette P. Emerging
pharmaceutical therapies for osteoarthritis[J]. Nat
Rev Rheumatol, 2020, 16 (12) . 673-688.
FORE, AL, AT A g . ST B KGR (M.
552 M. dbmt: AR DA S RGGE, 2012: 517.
PRER, B, XIR, 5F . JEIEE L GC-MS
3 M B AT A IR A 24 B IR [J]. R 24 %,
2015, 27 (8):20-23.
MG, FEIR, W, 55 ZBIURRIIPTR R
YE B SR E (J). Paalh BE 2y, 2013, 26 (7):
28-30.
HHb, T8, WhIEE, % . HN = RhE D
BURAEIWEI [J]. SR 25858 5 558, 2006, 20
(1):33-34.
A, A Sk R YT RAE IR A BT
[J]. KH2h2%, 2016, 28 (3): 70-72.
FE, A —, AU, 5 DHER TR IE R [J).
gz, 2014, 12 1791-1795
A, KM, B, & DET AT RU/NR
B O 2 (VR JHAIL I B 58 [J]. BUHR = 2% e 2= 4l
2021, 16 (5): 561-565.
KA, BRUE, SRR, A5 BB R I
R KB p3BMAPK/NFE=« B {553 # 1 5 11 [J]. i
2477, 2019, 17 (42) : 1569-1574.
(ks 2021-09-14 £k : 2022-04-24)
AL B
PELTT i : KA



