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ABSTRACT  Objective: To observe the clinical curative effects and safety of Fufang Zijing Xiaoshang Babugao( 5 7 45301314 5 0 4 85 ,
FFZJXSBBG ) for treatment of chronic soft tissue injuries. Methods: A block randomized , double-blind , positive- and placebo-controlled, par-

allel-group , multicenter clinical trial was conducted by 10 hospitals. The patients included in the trial were divided into 3 groups with a ratio
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of 3:1: 1 and were treated with FFZJXSBBG , Gutong( i ifii , GT) plaster and FFZJXSBBG simulant respectively. The plaster were applied to
the wounded parts once a day for consecutive 14 days. Ibuprofen sustained — release capsules were used as the emergency drug during the
trial. The curative effects were evaluated at 7 and 14 days after the beginning of the treatment,and the decreased values of pain visual ana-
logue scale( VAS)scores and effective rate that evaluated according to TCM symptom therapeutic effect standard were selected as the thera-
peutic effect evaluation indexes. The adverse reactions were observed during the treatment period. Results: Two hundred and twenty-one pa-
tients were included in the study,133 patients in FFZJXSBBG group,44 patients in GT plaster group and 44 patients in placebo group. By
the end of the trial,2 patients in FFZJXSBBG group and 4 patients in placebo group lost to follow-up and dropped out of the trial. There was
no statistical difference in decreased values of pain VAS scores between FFZJXSBBG group and GT plaster group at 7 days after the begin-
ning of the treatment( Covariant;: F =33. 010, P =0.000;Block factor: F =8. 790, P =0. 000 ; Group factor: F =0. 900, P =0. 345 ; Interac-
tion between covariant and group factor: F =0. 470,P =0. 894 ; Adjusted mean:2. 30 points( experimental group) ,2. 13 points( positive con-
trol group) ). There was no statistical difference in decreased values of pain VAS scores between FFZJXSBBG group and GT plaster group at
14 days after the beginning of the treatment ( Covariant; F =43. 000, P = 0. 000 ; Block factor;: F =40. 480, P =0. 000; Group factor; F =
0.290,P =0.591 ;Interaction between covariant and group factor: F =0. 230, P =0. 990 ; Adjusted mean:4. 08 points( experimental group) ,
4.02 points ( positive control group) ). There was no statistical difference in decreased values of pain VAS scores between FFZJXSBBG
group and placebo group at 7 days after the beginning of the treatment ( Covariant; F = 18. 120, P =0. 000 ; Block factor; F =9. 040,P =
0. 000 ; Group factor: F = 0. 620, P = 0. 434 ; Interaction between covariant and group factor: F' = 1. 040, P = 0. 411; Adjusted mean:
2.25 points( experimental group) ,2.04 points( positive control group) ). The decreased values of pain VAS scores were greater in FFZJXS-
BBG group compared to placebo group at 14 days after the beginning of the treatment( Covariant; F =39. 200, P =0. 000 ; Block factor; F =
40. 890, P =0.000 ; Group factor; F' =11. 210, P =0. 001 ; Interaction between covariant and group factor: F' =4. 300, P = 0. 000 ; Adjusted
mean ;4. 00 points ( experimental group) ,3.27 points( positive control group) ). There was no statistical difference in effective rate between
the 3 groups at 7 days after the beginning of the treatment(y* =5. 867 ,P =1.000) . There was statistical difference in effective rate between
the 3 groups at 14 days after the beginning of the treatment (P = 0. 022). There was no statistical difference in effective rate between
FFZJXSBBG group and GT plaster group(y* =0. 000,P =1.000). The effective rate was higher in FFZJXSBBG group and GT plaster group
compared to placebo group(y” =6.375,P =0.012;y* =4.208,P =0.004). Anemia was found in 1 patient in FFZJXSBBG group and 1 pa-
tient in GT plaster group,oral ulcer was found in 1 patient in FFZJXSBBG group and local cutaneous pruritus was found in 1 patient in pla-
cebo group. The adverse reactions in the 4 patients belonged to mild — grade, and no special treatment were performed and no sequelae were
found. There was no statistical difference in the incidence rate of adverse reactions between the 3 groups (P = 1. 000 ). Conclusion:
FFZJXSBBG can effectively improve the clinical symptoms of patients with chronic soft tissue injuries,and it is similar to GT plaster in the
curative effect, moreover, it has high safty.
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