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Evaluation of the Efficacy of Yiqi Wenjing Decotion Combined with Zoledronic Acid on Primary
Type | Osteoporosis : A Randomized Controlled Trial SUN Jian-gang', ZHOU Hang', HUANG
Hai', YUAN Yi-feng', WANG Shen', HE Cai-jian', FANG Mou-hao', CHEN Tian-peng', and SHI
Xiao-lin® 1 The Second Clinical Medical College of Zhejiang Chinese Medical University, Hangzhou (310053 ) ;
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ABSTRACT Objective To observe the effect of Yigi Wenjing Decotion ( YQWJD ) on patients with
primary type 1 osteoporosis. Methods The protocol was registered in the Chinese Clinical Trial Registry ( No.
ChiCTR200034867 ) . According to the random number table method, 180 patients were randomly assigned into
three groups, basic medication group, zoledronic acid group and YQWJD group, 60 cases in each group. The
basic medication group was given oral calcium carbonate D3 tablets ( 1 tablet once a day ) and calcitriol capsule
(1 tablet twice a day ), the zoledronic acid group was given basic medicine and zoledronic acid ( zoledronic acid
once a year, each time 5 mg ), and the YQWJD group was given basic medicine, zoledronic acid and YQWJD
(once 1 bag, twice a day) . A course of treatment was given every 4 months ( taking it continuously for 3 months
and stopping the drug for one month ) . There were 9 courses during the trial period. After treatment for 3, 6,
12 months, the VAS pain score, Tinetti balance and gait score, and muscle strength of lumbar dorsal muscle
and quadriceps were compared, and after treatment for 1, 2, 3 years, the bone mineral density (BMD ),
procollagen [ n-terminal propeptide ( PINP ), @ -C-terminal telopeptide of type [ collagen ( 3-CTX) and
bone fracture rate were compared. Results During the trial, 7 cases in the basic medication group, 5 cases
in the zoledronic acid group and 4 cases in the YQWJD group dropped out. Finally, 164 patients completed the
trial. (1) VAS pain score scale. Compared with before treatment, after 3, 6, 12 months of treatment, VAS
score in the basic medication group, zoledronic acid group and YQWJD group decreased (P<0.01) . After 3
months treatment, compared with the basic medication group, the VAS score in the YQWJD group decreased
(P<0.05) . Compared with the zoledronic acid group and the basic medication group after 6 and 12 months
treatment, the VAS score decreased in the YQWJD group (P<0.05, P<0.01) . (2) Tinetti balance and gait
score. Compared with before treatment, the Tinetti score of YQWJD group increased after 6 months treatment,
and the Tinetti score of zoledronic acid group and YQWJD group increased after 12 months treatment ( P<0.01) .
Compared with the zoledronic acid group and the basic medication group after 6 and 12 months treatment, the
Tinetti score increased in the YQWJD group ( P<0.05, P<0.01) . (3) Muscle strength of lumbar dorsal muscle
and quadriceps. Compared with before treatment, the muscle strength of lumbar dorsal muscle and quadriceps
femoris increased after 3, 6, 12 months treatment ( P<0.01, P<0.05) . After 6 months of treatment, compared
with the basic treatment group, the muscle strength of lumbar dorsal muscle and quadriceps femoris in YQWJD
group was higher ( P<0.05) . The muscle strength of lumbar dorsal muscle and quadriceps femoris in YQWJD
group was higher than those in zoledronic acid group and basic medication group after 12 months treatment
(P<0.05) . (4) BMD. Compared with before treatment, after 1 and 2 years of treatment, the BMD of zoledronic
acid group and YQWJD group increased ( P<0.01) . After 3 years of treatment, BMD of the basic medication
group decreased, while zoledronic acid group and YQWJD group increased ( P=0.008, P<0.01) . After 1 year
of treatment, compared with the basic medication group, the BMD of the YQWJD group was higher ( P=0.01) .
After 2 years, compared with the basic medication group, the BMD of the YQWJD group increased ( P<0.01) .
After 3 yearsy compared with the zoledronic acid group and the:basic medication group,“:the BMD of the YQWJD
group was also higher ( P=0.026,7P<0.01) . (5) Bone Metabolism Index. Compared with before treatment,, the
levelsiof B -CTX and PINP inzaledronic acid group and.YQWJD group decreased‘after 1, 2, 3 years of treatment
(.P<0.01, P<0.05) . After.1“and 2 years of treatment, compared with the basic medication group, the B-CTX
in the YQWJD group was lower ( P=0.026, P=0:001 ) ; after 3 years of treatment, compared with the zoledronic
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acid group and the basic medication group, the $-CTX in the YQWJD group decreased ( P=0.048, P<0.01) .
After 2 years of treatment, compared with the basic medication group, the PINP in the YQWJD group decreased
(P=0.012) ; after 3 years of treatment, compared with the zoledronic acid group, the PINP in the YQWJD group
increased ( P=0.046 ), and compared with the basic medication group decreased ( P=0.025) . (6 ) Fracture rate.
In the second year of treatment and after 3 years of treatment, the overall fracture rate of the three groups was
significantly different ( y °=6.868, P=0.02; y ?=6.275, P=0.043) . Compared with the basic medication group,
the fracture rate of the YQWJD group was lower ( P<0.05) . Conclusion Zoledronic acid combined with
basic drugs and zoledronic acid combined with YQWJD can both increase BMD, and reduce B-CTX, PINP,
pain and fracture rate, but the latter has better efficacy. Zoledronic acid combined with basic drugs can improve
lower extremity balance and muscle strength, but combined with YQWJD has more significantly effect. ( Study

registration number: No. ChiCTR200034867 )

KEYWORDS Yigi Wenjing Decotion; zoledronic acid; osteoporosis; balance function of lower limbs; bone
mineral density; bone metabolism index; randomized controlled trial
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e IR SR RALILEIHE, (1R
NEVIS . +0. .00+£10.5 “ N o
. ” . 3N (P>0.05), SERHZIA LRFRIT, 254
T 34 0.387 +0.097 44.87+8.72 Y (P
<
WRIRZ 56 AT 0.423+0.123 50.13 = 12.07 T 0.05)
WP 0386£0.118°%°  48.43+11.75" R7 IHBAFIRLE [ (%) ]
‘(QJ?Z $ 036510114**AA 47941969*A 2E%IJ WU;& {éﬁ'l iF {é‘TT‘ZiF (lﬁy? 3 q: E'CH“
VP 3AE 0347204107 0A 4854201974 ILRZ 53 4(75) 6(11.3) 4(75) 14 (264)
TE SAYUATFRT A, *P<0.05, **P<0.01; SHERITIZ54 HLak BRI 55 2 (3.6) 3 (5.5) 3(55) 8 (14.5)
“P<0.05, ““P<0.01; Smeiciagl b, *P<0.05, **P<0.01 WwRIR% 56 2(3.6) 0(0.0) 3(54) 5(9.1)
241 B-CTX HAIL, 2R A%ZI#E X (P=0.026, ¥ o®

P=0.001); 1677 34F )5, 5 Mgk B iR 41 Fn 3k ik FH

SR
P<0.01),

% S 2 41 B-CTX H (i (P=0.048,

097 24F )5, SR AIE, A Rad

PINP [#{k (P50.012) ; JAIT 3 4F )5 o5 Mok R 21
Feds, #20HZ4 PINP T1E (P=0.046 ), S3EAHH
A LR, 5 UIRZ 4 PINP F&fE (P=0.025 ).
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AT oA 73 R AR5 3 AF 29 IR BP0, ik
e R 2T RS, BRI i, B
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TMERPIR, 5 2T A Al R A IR R
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