55 XX #45 XX FESREAFZERE Vol. XX, No. XX
XXXX4EXX H Chinese Journal of Experimental Traditional Medical Formulae XX, XXXX

o XXXX -
fHir 5 aRar By R RZ2H 0 BEHL . BUE MR
SH P4 X6 BRIl PR B 5%

ad', RER, FAR, Frix', TLF, Raem', FRE', RFT'
FH, SRAE, BAAET, KW, RHRR, RAMY, REH"
(1L AFPEBRF FMBER, PERGETHEHRIFELKFTHIRAL T,
FHARREAT, T 100029; 2. KINFRBHGHER CRIFTIHFLEFER), KI 518000;
3P EFEHAFR PHALA, LK 100700)

[(FEZE] B0 05 @ A 706 7 SR I UE R 1 5647 R (KOA) I I PR YT 34 B 2 4k, Sy LI A 7 42 16
PEAE B EUEHG . F73k R A Z vt BEAL OSUE SO P L PR 255717 % BRI 1T, 48 B 2024 4F 2 A 2 202449 HAE & 17X
=W E BRSO AAR TR KOA B35 252 1] 4% 20 1 BEHL > 50 41 168 491 A0 %t RR 2 84 481, a8 41 45 40 41y B 00 A 4 390+ B BRI
SRR, X B 25 T 1 B e 0 i 0 A RUBE RGN R 4 . LA A R R R R AR AR R B R R
AR RO I IS R AT IR i Bl R S A ARG IR S B (VAS) T Ay YT AR A L
A PR AR A /v A 3 Gt A DT 43 3 S BRI /v I IE A 3 et Ak B IUIE A6 1 2K R T R A e T R R A O
RAEB(WOMAC) B34 \WOMAC P M/ B 5 1 2l 401 R IR BT R b L R BP0k 43 51 T30 Y7 30 R YT IR 2.
4N LR FFFIRIF 2 AR R R 2 E. SR AR E THATMRLBIEE S o il %8 X, W &4
ERLEA ATk . BT R IR I 4 VAS P38 0 B 2H AR (P<0.05) 5 BB 20 9 56 35 0 56 b K 48 B = g o B SR I 2k R
i R T R R 4 (P<0. 05)-ﬁt%éﬂﬂ’ﬁWOMAC?EriﬂiﬁﬁXﬂtﬂﬁéﬂkﬁﬁf‘“1f€(P<0 05); AR EMARFHLELER AYAR
KRR A IE R TG 3B EAN RS S 2 W T 06, SR A B 0 A R T 3 O e ORI Sl
PIE KOA B MR P , B0 6T Rl ae Ik, H 28 ek RAF  T7 300 8 BRI 48 (S A5 e I R 4t

[xgR] MHEEOEER,; BEXTL, FEALIEMBEE; B B, sy, 2w Sk Kr gk
W RIBE(WOMAC) it £

[FRE42E] R274;R285;R289 [X##RIREB] A [XEHES] 1005-9903(XXXX)XX-0001-09

[doi] 10.13422/j.cnki.syfjx.20251838

[ 7 45 H ki dth 3k ]

[MEHMABA] XXXX-XX-XX (s HARM ] AR W http: //www.syfijxzz.com BX http : //cnki.net

A Multicenter, Randomized, Double-blind, Double-dummy, Active-controlled Clinical
Study on Osteoking in Treating Knee Osteoarthritis

BAI Jing', CHEN Liming', LI Taixian', LI Xiaoliang', DONG Shiyu', ZHAO Jiyang',
XU Genrong', ZHAO Wanning', LI Dandan’, GUO Shengjun', GONG Chunzhu’,
LIN Na’, MI Baohong', CHEN Yuefeng'", CHEN Weiheng"

(1. The Third Affiliated Hospital, Engineering Research Center for Traditional Chinese Medicine Orthopedic
Treatment and Intelligent Sports Rehabilitation of the Ministry of Education, Institute of Orthopedics and
Traumatology, Beijing University of Chinese Medicine, Beijing 100029, China;

2. Shenzhen Pingle Orthopedics and Traumatology Hospital (Shenzhen Pingshan District Traditional

[KFmAH] 2025-08-29
[(B&BB] WM BEy7 DA =4 TR H (SZZYSM202311020) ; & 48 128 % R 437 (1 & 2022-1-7032)
[FE—EE] A&, 6L, & FAEBE, W F P 5T, E-mail: linglongxiaobaobei@163. com
[BEES] " FRH M Wt ER B, NS E ET R4, E-mail : 45455583@qq. com;
R A, B AT B O, SRR Sk IRAE Y SE T B ST, E-mail : drchenweiheng@163. com



HEXBAFZRS

Chinese Journal of Experimental Traditional Medical Formulae

Vol. XX ,No. XX
XX, XXXX

XX B XX W
XXXX 4 XX A

Chinese Medicine Hospital, Shenzhen 518000, China; 3. Institute of Chinese Materia Medica,
China Academy of Chinese Medical Sciences, Beijing 100700, China)

[ Abstract]

the pattern of liver-kidney deficiency combined with blood stasis, providing evidence-based medical evidence for its clinical

Objective: To evaluate the clinical efficacy and safety of Osteoking in treating knee osteoarthritis (KOA ) with

application. Methods: A multicenter, randomized, double-blind, double-dummy, positive-drug parallel-controlled design was
adopted. A total of 252 KOA patients who met the inclusion criteria were enrolled from 17 Grade A tertiary hospitals across China
between February 2024 and September 2024. These patients were randomly assigned at a 2: | ratio into the experimental group
(168 cases) and the control group (84 cases). The experimental group was given Osteoking plus placebo of Gukang capsules,
while the control group was given Gukang capsules plus placebo of Osteoking, with a 4-week treatment course. Baseline data of
patients in the two groups were compared, including age, gender, height, weight, body temperature, resting heart rate,
respiration, systolic blood pressure, diastolic blood pressure, allergy history, and history of comorbid diseases. The visual analog
scale (VAS) score for knee pain was set as the primary efficacy indicator, while the secondary efficacy indicators included graded
quantitative scores for major symptoms/signs and traditional Chinese medicine (TCM) syndromes, disappearance rate of individual
major symptoms/signs/TCM syndromes, total Western Ontario and McMaster Universities Osteoarthritis Index (WOMAC) score,
and WOMAC scores for pain, stiffness, and daily activities. Meanwhile, safety was evaluated, with assessments conducted once
before treatment, and at 2 weeks and 4 weeks after treatment respectively. The differences in indicators before and after treatment
were calculated at 2 weeks and 4 weeks post-treatment. Results: Baseline data showed no statistically significant differences
between the two groups before intervention (P<0.05), indicating comparable baseline characteristics of the enrolled subjects. After
treatment, the Visual Analogue Scale (VAS) score was significantly lower in the experimental group than in the control group
(P<0.05). The disappearance rates of traditional Chinese medicine (TCM) syndromes including joint pain, joint swelling and
lassitude-fatigue were markedly higher in the experimental group (P<0.05). Additionally, the Western Ontario and McMaster
Universities Osteoarthritis Index (WOMAC) pain subscore decreased more prominently in the experimental group relative to the
control group (P<0.05). No significant intergroup differences were observed in the incidence of adverse events and adverse drug
reactions (P<0.05) , and all 3 severe adverse events were assessed to be unrelated to the investigational drug. Conclusion:
Osteoking can significantly alleviate knee pain in patients with KOA presenting with the syndrome of liver-kidney deficiency
complicated with blood stasis, improve local joint symptoms, and demonstrate a favorable safety profile. Its efficacy is superior to
that of Gukang capsules. Therefore, this treatment is recommended for clinical application.

[Keywords] Osteoking; knee osteoarthritis; liver-kidney deficiency and blood stasis; randomized controlled trial; visual
analog scale; western ontario and mcmaster universities osteoarthritis index (WOMAC)
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Table 2 Change in VAS scores of participants in two groups (x+s) 55
215 111 %5 H 2 %48 e R P
N 165 5.19+0.77 3.60+1.04 2.03+1.58 3.17+1.54
popisil 83 5.31+0.81 3.89+1.12 2.68+1.52 2.63+1.38
VA 1.205 2.180 2.957 -2.594
P 0.228 0.029 0.003 0.009
I R - 30.64% 60.89% -
Xt IRZH T B i 2 - 26.74% 50.28% -
#*3 PPSHAZIXNE VASER TN (x+s5)
Table 3 Changes in VAS scores of participants in two groups (x+s) an
215 A Hk %2 %48 L —-H AR EE
E N 158 5.20+0.75 3.59+£1.05 2.01%1.59 3.18+1.52
Xf HE 20 75 5.29+0.80 3.91£1.13 2.63£1.55 2.67+1.42
Z 0.9380 2.1882 27175 -2.450 8
P 0.348 2 0.028 7 0.006 6 0.0143
IR 5 20T R R - 30.96% 61.35% -
Xt IRZH T B i - 26.09% 50.28% -

2.3 IREIT AR bR

2.3.1 3 B IR AR AR/ BRI A A3 9 5 Ak BV 4
FAS S50 241 5 %) B 20 A 3 KOA F= 22 R A4 AE/
B IR A Gt AL BT A TS 2 S K A AT
[ e N O = R e I (BN E R =

TGt L. PPSHE L FAS 5 — 50, W4l 22 5
LG L. Wk4 EKS5,

2.3.2  FBREARARAE/ P B IR A 43 9% s Ak BRLITIE
MR KOA = BRERARAE /v B UF A5 43 9 1t 4k
2 BLITURE AR AR AR T R Ok E AT BAERARAE, T 25

F4 FASHAZREFTEERFE/APIEEESREXBTFFITL (329

Table 4 Changes in total quantitative scores of major symptom-signs/traditional Chinese medicine (TCM) syndrome grading in
participants of two groups (x+s) 53
gl 1% HL %2 %4 FLL 5 45 22
i 21 165 7.98+2.37 5.5442.56 3.56+2.49 4.45+2.09
X IR 83 8.04+2.33 5.81+2.58 4.11£2.48 3.88+1.86
z 0.372 4 0.969 1 1.633 4 -1.8188
P 0.709 6 03325 0.102 4 0.068 9
BB 2 T P IR - 30.58% 55.39% -
X BE 2T B o - 27.74% 48.88% -
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Table 5 Changes in total quantitative scores of major symptom-signs/TCM syndrome grading in participants of two groups (x+s) N
25 %% 2224 #2 548 S 4 22
o] 158 8.08+2.35 5.57+2.60 3.56+2.52 4.5242.06
X R 21 75 8.01+2.34 5.81+2.64 4.04+2.49 3.97+1.86
z 0.0210 0.760 2 1.373 8 -1.6509
P 0.9833 0.447 1 0.169 5 0.098 8
TR 2 B U S - 31.06% 55.94% -
X IR 2 o i - 27.47% 49.56% -
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Table 6 Disappearance rate of individual symptoms in major symptom-signs/TCM syndrome grading quantification among participants of
1(%)
KAV PRI S KR KA R A JIE W 1 Ak BRZN
SR WaM W2 4R W2 W4E H2R W4M W2 H4E H2H Hi4M
B2 0(0.00) 44(27.16) 31(22.96) 61(45.86) 13(9.56) 46(34.33) 20(33.90) 25(43.86) 12(7.64) 48(30.97) 28(19.58) 60(42.55)

2.3.3 WOMAC & % B iF 0 FAS 25 R —2, 356 40 5 % B 21 A9 g o 15 (il 2 )3

two groups

Zigl

XTHEZH 0(0.00) 12(14.81) 11(16.92) 19(29.69) 8(11.76) 15(22.39) 9(27.27) 16(51.61) 9(11.39) 26(33.77) 12(16.22) 20(27.78)

X 4.640 9 0.964 8 4.688 4 0.2389 3.0126 0.430 4 0.4851 09112 0.1855 0.367 1 4.436 8

P 0.0312 0.326 0 0.030 4 0.6250 0.082 6 0.5118 0.486 1 0.339 8 0.666 7 0.544 6 0.0352

x7 PPSHARKEIFEERFME/FEIEESRENLBATERH KX

Table 7 Disappearance rate of individual symptoms in major symptom-signs/TCM syndrome grading quantification among participants of

two groups (PPS) B (%)
a5 PR3] PRI PREEE K B Y i 7 Rz
ZH 5

o952 4 2 4L 92 o5 4 2 Ry 52 94 %52 )8 5 4

K4l 0(0.00) 44(27.85) 30(22.90) 60(45.80) 13(9.92) 45(34.35) 19(33.33) 25(43.86) 12(7.89) 48(31.58) 28(20.29) 59(42.75)

X[HRZH 0(0.00) 12(16.00) 10(16.95) 18(30.51) 7(11.11) 14(22.22) 8(28.57) 16(57.14) 8(11.11) 25(34.72) 11(16.42) 19(28.36)

X 39103 08670 3.9314 0.0649 29571 0.1964 13268 0.6216 02197 04389  3.9651
P 0.0480  0.3518 0.0474 07990 0.0855 0.6576 02494 04305 06393 05076 0.0465
#£8 FASHAHAZTIKXE WOMACERZTSH (F+s)
Table 8 Total scores of WOMAC scale in participants of two groups (FAS) (X+s) ax
20 5 %% ez 5528 %48 H T 48 2 1H
R4l 165 43.14+11.82 30.26+12.52 20.30+12.51 23.01£11.11
Xf HE 20 83 45.04+12.27 32.19+13.11 24.68+14.37 20.15+10.23
it Z=1.242 4 7=1.3429 7=2.178 0 =1.943 7
P 0.214 1 0.179 3 0.029 4 0.053 1
TR 20T R0 - 29.85% 52.94% -
X BEZH T e i - 28.53% 45.20% -




XX B XX W
XXXX 4 XX A

[ 5238 75

"
FAE

Vol. XX ,No. XX

Chinese Journal of Experimental Traditional Medical Formulae XX, XXXX
#9 PPSHAZIXEZE WOMACEREBIFSH (x+s)
Table 9 Total WOMAC scale scores of participants in two PPS groups (x+s) N
21 5 %% ek 5524 48 FL 42 E
R4 158 43.54+11.60 30.31£12.43 20.29+12.56 23.25+11.05
popiicE:El 75 44.32+12.36 31.83+13.09 24.01+14.16 20.31+10.38
il 7=0.508 9 7=0.937 7 7Z=1.7545 =1.934'5
P 0.6109 0.348 4 0.079 3 0.054 3
T2 R - 30.38% 53.40% -
X B 2H T I e - 28.18% 45.82% -

PEOY HHIE SO B AR (HO AL R 22 SR R ST

i X, PPS 5 FAS &5 —2, ILFR 10 .38 11,

2.4 CEAEMEIEM AE:252 B2 E b 61 1 &k

95 il Ik AE, i 41 AE & A4 % 23.81%(40/168) , X

F10 FASHAHAZIXE WOMACERRB/BRXTEE/BHEFRHES (Xt

Table 10 Pain/knee stiffness/daily activity scores of WOMAC scale in participants of two FAS groups (x+s) Vo
215 1% VESLE 57 2 o5 4 LW AR EME O R %52 8
R4 2 165 10.34+1.86 6.67+2.52 3.6243.07 6.72+3.29 3.02+1.58 2.19+1.40
Xof A2 83 10.71£1.89 7.16+2.84 4.98+3.31 5.70+3.07 3.31+1.63 2.43+1.42
z 15198 1.633 3 3.105 0 -2.245 6 1.2612 1.3353
P 0.128 6 0.102 4 0.001 9 0.024 7 0.207 2 0.181 8
IR 2T R0 - 35.49% 64.99% - - 27.48%
Xt LR B i - 33.15% 53.50% - - 26.59%
4157 15115 %48 BL-WAREMHE  HEIEIIEL %2 5548 LR AR EE
120 165 1.54+1.20 1.48+1.13 29.78+9.66 21.39+9.42 15.14+9.21 14.81+8.35
Xif B2 83 1.86+1.37 1.44+1.16 31.01+9.76 22.60+9.40 17.84+10.28 13.00+£7.21
Gt 7=1.677 6 7=-0.5229 7=0.873 8 7=1.055 1 7=1.850 1 =1.662 8
P 0.093 4 0.601 1 0.3822 0.291 4 0.064 3 0.097 7
TR 20 T B R 49.01% - - 28.17% 49.16% -
X BEZH T e i 43.81% - - 27.12% 42.70% -
F11 PPSHHFINE WOMACEREZR/BEXTEE/AEFNTES (5=
Table 11  Pain/knee stiffness/daily activity scores of WOMAC scale in participants of two PPS groups (x+s) van
215 1515 P LR 52 554 WA O R L 552
Aol 158 10.41+1.75 6.62+2.49 3.56+3.04 6.85+3.23 3.04+1.55 2.20+1.40
X R 41 75 10.63+1.93 7.09+2.83 4.84+3.30 5.79+3.12 3.21£1.60 2.39+1.43
z 0.870 6 1.453 0 2.796 1 -2.238 1 0.7112 0.942 4
P 0.384 0 0.146 2 0.005 2 0.025 2 0.476 9 0.346 0
TR 2H T e - 36.41% 65.80% - - 27.63%
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