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Multi-center Clinical Trial of Compound Zijingxiaoshang

Ointment in Treating Acute Soft Tissue Injury

DING Li' GAO Ningyang® ZHENG Yuxin® DU Jiong® ZHAN Hongsheng®
'Shanghai Guanghua Hospitalof Integrated Traditional Chinese and Western Medicine, Shanghai 200052, China;
?Shuguang Hospital Affiliated to Shanghai University of Traditional Chinese Medicine, Shanghai 201203 China.
Abstract Objective: To further evaluate the efficacy and safety of compound Zijingxiaoshang ointment in treating acute
soft tissue injury with a randomized, double-blind, parallel control of positive drug and placebo, multi-center clinical trial.
Methods: A total of 369 patients with acute soft tissue injury were selected from 10 centers,including 223 patients in the
compound Zijingxiaoshang ointment group,72 patients in the gutong paste group and 74 patients in the compound Zijing-
xiaoshang ointment simulant group. The difference in pain intensity was used to evaluate the clinical efficacy and safety of
the patients on the 3~4 and 6~8 d after treatment. Results: After 3 d treatment, the mean difference of pain intensity in the
compound Zijingxiaoshang ointment group and gutong plaster group was 0. 30(FAS result)and 0. 27 (PPS result). Results of com-
pound Zijingxiaoshang ointment group and simulant group:0. 40(FAS results) ,0. 41 (PPS results) ,all of which were good in effi-
cacy of compound Zijingxiaoshang ointment group,and the non-inferior test results showed statistical significance( P<C0. 01). After
7 d treatment, the mean difference of pain intensity in compound Zijingxiaoshang ointment group and gutong paste group was 0. 31
(FAS result)and 0. 19(PPS result). The efficacy of compound Zijingxiaoshang ointment group was better,and the non-inferior test
results were statistically significant(P<C0. 01). There were no statistically significant difference in VAS scores between the two
groups(P=>0. 05) ,and the efficacy of the two groups was similar. VAS score mean difference between compound Zijingxiaoshang
ointment group and simulant group:0. 50(FAS result) ,0. 49(PPS result) , non-inferior test results showed statistically significant

difference(P<C0. 01). The difference of VAS scores between the
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lant group. Conclusion: Compound Zijingxiaoshang ointment can significantly reduce the intensity of pain in acute injured soft tis-

sues,and has good safety.
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