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Influence of intravenous drip infusion of zoledronic acid combined with oral applications of Xianling Gubao ( fll|
R B 1) capsules and calcium acetate capsules on curative effects and safety of percutaneous vertebroplasty for
treatment of osteoporotic vertebral compression fractures

JIN Junwei,ZHAO Gang,HU Fuli

The 152nd Central Hospital of PLA ,Pingdingshan 467000 , Henan , China

ABSTRACT Objective:To explore the influence of intravenous drip infusion of zoledronic acid combined with oral applications of Xian-
ling Gubao (fil| 2 & 15 , XLGB) capsules and calcium acetate capsules on curative effects and safety of percutaneous vertebroplasty ( PVP) for
treatment of osteoporotic vertebral compression fractures( OVCF ). Methods ; Fifty — six patients with OVCF were enrolled in the study and
were randomly divided into 2 groups,28 cases in each group. The patients were treated with intravenous drip infusion of zoledronic acid
combined with oral applications of XLGB capsules and calcium acetate capsules( group A ) and oral applications of alfacalcidol soft capsules
and calcium acetate capsules( group B)respectively at postoperative day 1. The alfacalcidol soft capsules were taken once a day,0.5 pg at
a time for long — term application. The calcium acetate capsules were taken once a day,0.6 g at a time for long — term application. The in-
travenous drip infusion of zoledronic acid was performed once a year,5 mg at a time. The XLGB capsules were taken three times a day,2
capsules at a time for consecutive 6 months. The low back pain visual analogue scale( VAS) scores, sagittal Cobb angle, T — value of bone
density of fingers and Oswestry disability index( ODI) were recorded and compared between the 2 groups, and the complications were ob-
served. Results: There was interaction between time factor and group factor in low back pain VAS scores( F =70. 156,P =0.031). There
was statistical difference in low back pain VAS scores between the 2 groups,in other words , there was group effect( F =4.529,P =0.035).
There was statistical difference in low back pain VAS scores between different timepoints before and after the surgery,in other words, there
was time effect( F =65.024,P =0.010). The low back pain VAS scores presented a time — dependent decreasing trend in both of the 2
groups, while the 2 groups were inconsistent with each other in the variation tendency (6. 53 +/-2.31,3.05 +/-1.05,2.25 +/-1.26
points, F =49. 128 ,P =0.002;6. 89 +/-2.07,3.21 +/-1.27,3.08 +/- 2. 14 points, F =35.459,P =0.031). There was no statistical
difference in low back pain VAS scores between the 2 groups before the surgery and at postoperative day 3 (¢ =3.181,P =0. 618;:¢ =
6.532,P =0.420). The low back pain VAS scores were lower in group A compared to group B at 6 months after surgery(t =4. 103,P =
0.002). There was interaction between time factor and group factor in sagittal Cobb angle ( F =45.752,P =0.014). There was statistical
difference in sagittal Cobb angle between the 2 groups,in other words,there was group effect( F =3.259,P =0.032). There was statistical
difference in sagittal Cobb angle between different timepoints before and after the surgery, in other words, there was time effect ( F =
136. 189,P =0.000) . The sagittal Cobb angles presented a time — dependent trend of decreasing firstly and slight increasing subsequently
in both of the 2 groups,while the 2 groups were inconsistent with each other in the variation tendency(28.06 +/-9.04,13.08 +/-10.70,
15.09 +/-7.06,16.46 +/-3.56 degrees, F =43.452,P =0.003;30.21 +/-10. 14,15.97 +/-7.08,21. 15 +/-5.07,23.07 +/- 6. 08
degrees, F =67.089,P =0.000) . There was no statistical difference in sagittal Cobb angle between the 2 groups before the surgery and at
postoperative day 3(¢=0.672,P =0.709;:=0.967,P =0.262). The sagittal Cobb angle was smaller in group A compared to group B at 3
and 6 months after surgery(¢=3.576,P =0.001;t=4.095,P =0.000). There was interaction between time factor and group factor in T —
value of bone density of fingers( F =14.091,P =0.021). There was statistical difference in T — value of bone density of fingers between the
2 groups, in other words, there was group effect( F =4. 165,P =0.000) . There was statistical difference in T — value of bone density of fin-
gers between different timepoints before and after the surgery,in other words, there was time effect( F =23.054,P =0.016). The T — value
of bone density of fingers presented a time — dependent increasing trend in group A( =3.09 +/-0.63, —-2.97 +/-0.76, -2.51 +/-0.47,
F=-4.559,P =0.003) ,while there was no statistical difference in the T — value of bone density of fingers between pre-surgery and post-
surgery in group B( -=3.14 +/-0.79, -3.08 +/-0.54, —=3.09 +/-0.61,F =13.059,P =0.216) . There was no statistical difference in
T — value of bone density of fingers between the 2 groups before the surgery and at postoperative day 3 (¢ =3.251,P =0.591;:=0. 643,
P =0.187). The T - value of bone density of fingers was higher in group A compared to group B at 6 months after surgery (¢t =2.279,P =
0.017). There was no statistical difference in ODI between the 2 groups before the surgery(60.93 +/-11.08 vs 63.79 +/-10.72% ,t =
3.042,P =0.430). The ODI was lower in group A compared to group B at 6 months after surgery(19.53 +/-4.09 vs 25.91 +/-6.15% ,
t=1.093,P=0.001) ,and the ODI decreased in both of the 2 groups at 6 months after surgery compared to pre — surgery(t =14. 578 ,P =
0.000;z =4.361,P =0.000). The constipation(8) , emesis(2) and refractures (5 ) were found in group B. The constipation and emesis

symptoms disappeared after symptomatic supportive treatment,and the fractures healed after PVP(3)and non — surgical treatment(2). The
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febrile reaction(8)and refractures (2 ) were found in group A. The body temperatures came back to normal after 2 — 3 — day symptomatic

supportive treatment and the fractures healed after non — surgical treatment. There was no statistical difference in complication incidences

between the 2 groups(y” = 1. 806,P =0.179) . Conclusion ; Intravenous drip infusion of zoledronic acid combined with oral applications of

XLGB capsules and calcium acetate capsules can alleviate low back pain,improve bone density, prevent recurrence of spinal deformity and

promote spine functional recovery after PVP for treatment of OVCF ,and it has less complications.

Keywords spinal fractures ;fractures, compression ; osteoporotic fractures ; vertebroplasty ; zoledronic acid ; Xianling Gubao capsules ; alfacal-

cidol capsules;calcium acetate capsules;clinical trial
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