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ABSTRACT Objective:To observe the clinical curative effects and safety of complex therapy of traditional Chinese medicine ( TCM ) for
prevention and treatment of postmenopausal osteopenia. Methods : Eight hundred patients with postmenopausal osteopenia were recruited
from 6 hospitals and randomly divided into conventional therapy group and TCM complex therapy group,400 cases in each group. All pa-
tients in both of the 2 groups were treated with sunbathing and dietary intervention, meanwhile , the patients in TCM complex therapy group
were treated with oral application of Qianggu Yin Keli ( #& X ki , QGYKL) combined with modified five mimic — animal boxing exercises
and wearing lumbar balteum with TCM unguentum applied to acupoints for 12 months. The bone mineral density( BMD) ,serum contents of
N - terminal propeptide of type I precollagen(P [ NP)and B cross — linked C - telopeptides of type I collagen( 3 — CTX) ,visual analogue
scale( VAS) scores and adverse events incidence were observed. Results: There was statistical difference in the lumbar vertebra BMD be-
tween different timepoints before and after the treatment,in other words, there was time effect( F =1 974.342 ,P =0.000) . The lumbar ver-
tebra BMD increased gradually after the treatment in TCM complex therapy group( F =1 482. 684 ,P =0.000) ,while the lumbar vertebra
BMD increased at first and then decreased in conventional therapy group( F =1 161. 076 ,P =0.000) . There was no statistical difference in
the lumbar vertebra BMD between the 2 groups in general ,in other words,there was no group effect( F =2.939,P =0.087). There was no
statistical difference in the lumbar vertebra BMD between the 2 groups before treatment(0.775 +/-0.046 vs 0.777 +/-0.049 g/cm(2),
t=0.416,P =0.677). The lumbar vertebra BMD was greater in TCM complex therapy group compared to conventional therapy group after
6 - and 12 — month treatment(0. 788 +/-0.047 vs 0.780 +/-0.049 g/cm(2) ,t = -2.487,P =0.013;0.789 +/-0.048 vs 0. 778 +/—
0.049 g¢/ecm(2) ,t= —3.039,P =0.002). There was interaction between time factor and group factor( F =958. 556,P =0.000). There
was slatistical difference in the proximal femoral BMD between different timepoints before and after the treatment,in other words , there was
time effect( F =2 639. 694 ,P =0.000) . The proximal femoral BMD increased gradually after the treatment in TCM complex therapy group
(0.704 +/-0.056,0.709 +/-0.057,0.713 +/-0.057 g/cm(2) ,F =5 515.964,P =0.000) , while the proximal femoral BMD decreased
gradually in conventional therapy group(0.707 +/-0.054,0.706 +/-0.054,0.706 +/-0.054 g/cm(2) ,F =470.256,P =0.000) . There
was no statistical difference in the proximal femoral BMD between the 2 groups in general,in other words, there was no group effect( F =
0.301,P =0.583). There was interaction between time factor and group factor( F =5 456. 814 ,P =0.000) . There was statistical difference
in the serum contents of P I NP between different timepoints before and after the treatment, in other words, there was time effect (F =
276.541,P =0.000). The serum contents of P [ NP decreased at first and then increased after the treatment in TCM complex therapy
group, while the serum contents of P | NP decreased gradually in conventional therapy group. There was statistical difference in the serum
contents of P | NP between the 2 groups in general ,in other words, there was group effect( F =11. 094 ,P =0.001). There was no statistical
difference in the serum contents of P I NP hetween the 2 groups before treatment (45. 76 +/— 21. 66 vs 45. 34 +/- 19. 95 ng/ml,
t=-0.284,P=0.777). The serum contents of P [ NP was higher in TCM complex therapy group compared to conventional therapy group
after 6 — and 12 — month treatment(43. 58 +/-20.67 vs 40.58 +/-17.81 ng/ml,t = -2.052,P =0.040;49. 89 +/-24.16 vs 38.83 +/—
17.09 ng/ml,t = —7.472,P =0.000). There was interaction between time factor and group factor ( F =651.242,P =0.000). There was
statistical difference in the serum contents of 3 — CTX between different timepoints before and after the treatment,in other words , there was
time effect( F =316. 946, P =0.000). The serum contents of B — CTX decreased at first and then increased after the treatment in TCM
complex therapy group(0.296 +/-0.173,0.227 +/-0.137,0.259 +/-0. 155 ng/ml, F =275.302,P =0.000) , while the serum contents
of B — CTX decreased gradually in conventional therapy group(0.287 +/-0.158,0.281 +/-0.156,0.273 +/-0. 151 ng/ml,F =992. 78,
P =0.000). There was no statistical difference in the serum contents of § — CTX between the 2 groups in general ,in other words, there was
no group effect( F =3.124,P =0.078). There was no statistical difference in the serum contents of 3 — CTX between the 2 groups before
treatment and after 12 — month treatment(¢ = -0. 880,P =0.379;¢ = 1. 257, P =0.209). The serum contents of B — CTX was lower in

TCM complex therapy group compared to the conventional therapy group after 6 — month treatment( ¢ =5. 233 ,P =0.000) . There was inter-
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action between time factor and group factor( ' =247.222 P =0.000). There was no statistical difference in the VAS scores between the 2
groups before treatment and after 12 — month treatment(2.40 +/-0.69 vs 2. 39 +/-0. 70 points,¢ =0. 335,P =0.723;2.38 +/- 0. 68 vs
2.46 +/-0.67 points,t = — 1. 696, P =0.090). There was no statistical difference in the VAS scores between pre — treatment and after
12 — month treatment in the 2 groups(t =0.508,P =0.612;: = — 1. 540,P =0. 124) . Nineteen patients in TCM complex therapy group and
13 patients in conventional therapy group lost to follow — up,and 28 patients in TCM complex therapy group and 9 patients in conventional
therapy group did not keep to the scheme of trial after 6 — month treatment. However, their relevant data were collected and recorded. No se-
vere adverse events such as death and severe diseases were found in both of the 2 groups. Conclusion: TCM complex therapy, including oral
application of QGYKL combined with modified five mimic — animal boxing exercises and wearing lumbar balteum with TCM unguentum ap-
plied to acupoints, can increase the BMD through increasing the serum contents of P [ NP and decrease the serum contents of g — CTX in

patients with postmenopausal osteopenia, meanwhile it has high safty.

Key words osteoporosis, postmenopausal ; osteopenia; Qianggu Yin;five mimic — animal boxing; heliotherapy ; bone density; N — terminal

propeptide of type I precollagen; B cross —linked C — telopeptides of type I collagen;clinical trial
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