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Guigui Zhuanggu Tablet ()44 /) in the Treatment of Low Back Pain in Postmenopausal Osteoporosis
Women with Kidney Yir and Yang Deficiency Syndrome: A Randomized, Double-blind, Placebo-controlled
Trial of 150 Cases

ZHAN Weiyi, LIU Guangming, YANG Jiayu, JI Wei, SUN Bo

Xiangshan Hospital of Traditional Chinese Medicine, Shanghai, 200020

ABSTRACT Objective To explore the clinical effect and safety of Guigui Zhuanggu Tablet (VA ), GZT)
in the treatment of low back pain in postmenopausal osteoporosis patients with kidney yin and yang deficiency syn-
drome. Methods A randomized double-blind placebo-controlled trial was designed. Totally 150 postmenopausal os-
teoporosis women with kidney yin and yang deficiency syndrome were randomized into treatment group (100 cases)
and control group (50 cases). Both groups were given 600 mg Calci D tablets orally each day. Additionally, the
treatment group was given GZT while the control group was given placebo, 1.5 g per time, three times each day, for 3
months. The pain visual analogue scale (VAS) score and the clinical common symptom score were assessed before
treatment, at 1-, 2- and 3-month treatment and at 6-month follow-up. The bone mineral density (BMD) and the in-
dexes of bone metabolism including blood calcium (Ca) and phosphorus (P ), procollagen type I N-terminal propep-
tide (PINP), C-terminal telopeptide of type I collagen (B-CTx), 25-hydroxyvitamin D (25-OH-VitD), alkaline phos-
phatase (ALP) , and bone gla protein (BGP) were assessed before treatment and at 6-month follow-up. Results
The total effective rate of clinical common symptoms was 96. 88% in the treatment group, significantly higher than
59. 57% in the control group (P<<0.05). The clinical common symptoms score in both groups significantly decreased
at 1-, 2-, and 3-month treatment and at 6-month follow-up compared to that before treatment (P<<0. 05). And when
compared between different time after treatment, the clinical common symptoms score significantly decreased than the
former measurement in the treatment group (P<<0.05). In the control group, the low back pain score and sore waist
and knee score significantly decreased at 3-month treatment compared to those at 1-month treatment, also decrease
at follow-up compared to those at 1- and 2-month treatment (P<<0.05), while the score on lower extremity cramps,
hard walk and heavy objects-lifting difficulty significantly decreased when compared between different treatment time
(P<<0.05). The low back pain score, sore waist and knee score and lower extremity cramps score were significantly
lower in the treatment group than those in the control group at 2- and 3-month treatment and at 6-month follow up (P<<
0.05). The VAS scores in the two groups significantly decreased at 1-, 2-, 3-month treatment and at follow-up com-
pared to those before treatment (P<<0.05). And when compared between different time after treatment, the VAS
score significantly decreased than the former measurement in the treatment group (P<<0.05), while the VAS score
was significantly lower at 3-month treatment and at 6-month follow-up when compared to the former measurements in
the control group (P<<0.05). The VAS scores were significantly lower in the treatment group than those in the control
group at 2- and 3-month treatment and at 6-month follow up (P<<0. 05). The indexes of bone metabolism were signifi-
cantly different at 6-month follow up than before treatment in both groups (P<<0.05). The levels of P, PINP, B-CTx
and BGP were significantly higher in the treatment group than in the control group at follow-up (P<<0.05). Conclu-
sion GZT can improve the clinical symptoms of postmenopausal osteoporosis women with low back pain due to kid-
ney yin and yang deficiency, and can maintain bone mineral density, and has high safety.
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