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Secnidazole Tablet in Treatment of Trichomonal Vaginitis: A Multi- center,
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Abstract: Objective  To evaluate the efficacy and safety of secnidazole tablet in treatment of trichomonal
vaginitis. Methods A multi- center, randomized, double- blinding, parallel- controlled clinical trial including 144
cases suffered trichomonal vaginitis was conducted. 72 cases in trial group were given secnidazole tablets and 72
cases in control group were given tinidazole tablets. The clinical efficacy and the eradicated rates of trichomonad
between trial group and control group were compared. The adverse events and abnormal results of laboratory tests
were observed. Results After treatment, the cure rates were 61% in trial group and 51% in control group, the
efficacy rates were 94% in trial group and 94% in control group. There were no significant difference between the
two groups (P >0.05). The eradicated rates of trichomonad were 96% in trial group and 97% in control group. There
were no significant differences between the two groups in eradicated rates of trichomonad (P >0.05). There were no
adverse events and severe adverse events happened in these 144 cases. The rate of abnormal results of laboratory test
were 0 in trial group and 4% in control group. There were no significant difference between the two groups in safety
(P >0.05). Conclusion Secnidazole tablet is effect and safe in the treatment of trichomonal vaginitis.
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Table 1 Comparison of integral of signs, symptoms, and trichomonal activity in the two groups before and after treatment
Integral distribution before Integral distribution after
Items Group treatment(cases) X treatment (cases) Xa
0 1 2 total -2 -1 0 1 Total
Character of leucorrhea Trial 0 10 62 72 1.86 46 24 0 0 70 1.66
Control 0 13 59 72 1.82 42 27 2 0 71 156
Quantity of leucorrhea Trial 4 52 16 72 1.17 6 55 8 1 70 094
Control 2 55 15 72 1.18 4 60 7 0 71 0.96
Smell of leucorrhea Trial 14 57 72 0.82 0 56 14 0 70 0.80
Control 13 57 72 0.85 2 55 14 0 71 0.83
Vulva pruritus Trial 8 55 72 1.01 6 55 0 70 0.95
Control 7 55 10 72 1.04 8 56 0 71 1.01
Urinary stimulating symptoms  Trial 63 8 72 0.14 0 7 63 0 70 0.10
Control 61 11 72 0.15 0 10 61 0 71 014
Vaginal congestion Trial 2 59 11 72 1.13 6 60 4 0 70 1.03
Control 2 54 16 72 1.19 9 58 4 0 71 1.07
Trichomonal activity Trial 0 50 22 72 131
Control 1 48 23 72 131

All items before treatment compared between the two groups,

P >0.05; xs Average integral before treatment;

Xa Average integral after

treatment; the integrals of all item decreased after treatment in two groups, P< 0.05, but compared between the two group, P >0.05
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Table 2 Efficacy of the two groups after treatment PP (ITT) analysis
Efficacy
Groups Cure Excellence Progress Failure Total Cure rate(%) Efficacy rate(%)
Trial 43 43 23 23 33 13 70 72 61 60 94 92
Control 36 36 31 31 22 23 71 72 51 50 94 93

Compared with the two groups, cure rate of PP analysis, y>=1.64, P >0.05, efficacy rate y*=0.00, P >0.05; cure rate of ITT analysis, x*=1.37, P >

0.05, efficacy rate y*=0.01, P >0.05
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3
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Table 3 The pathogen in the two groups after treatment
Groups Full eradicated Part eradicated Reinfection Dropout
Trial 69 96% 1 1% 0 2
Control 70 97%) 1 1% 0 1
Compared with the two groups, full eradicated »?=0.21, P
>0.05
2.4
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