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Phase II clinical research of Jingtongping Capsules in treatment of congealing
cold blood stasis syndrome with primary dysmenorrhea
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Abstract: Objective To assess the efficacy of Jingtongping Capsules in treatment of congealing cold blood stasis syndrome with
primary dysmenorrheal. Methods The stratified random, double blind, control of placebo, and multi-center, excellent efficiency test
was applied to this study. Patients (239 cases) were included into full analysis data set (FAS), and there were 120 and 119 cases in
treatment and control groups, respectively. Patients (217 cases) were included into per protocol analysis of the data set (PPS), and
there were 112 and 105 cases in treatment and control groups. Patients in treatmenet group were po administered with Jingtongping
Capsules, and patients in control group were po administered with simulation of Jingtongping Capsules, 3 grains/time, three times
daily. Patients took drugs (6 + 1) d before menstruating until the menstrual cycle finished. Two groups were treated for 3 menstrual

cycles. After treatment, the comprehensive efficacy of dysmenorrheal and TCM syndrome effect in two groups were evaluated, and

IFS BHA: 2012-05-19
EFEINY: FEE, 2, SIEATEID, R0 e AR Va7 AR RTFST. Tel: (022)27432086  E-mail: wanghuijing_88@163.com
*BEMEE F H, FIFEEINN. E-mail: yanying799@163.com



LR S

Drugs & Clinic

F30E FTH 0 2015474 <825

NRS-11 scores and duration of dysmenorrheal in two groups were compared. Results In FAS, the comprehensive efficacies in the

control and treatment groups were 26.89% and 80.83%, respectively, while in PPS, the comprehensive efficacies in the control and

treatment groups were 26.67% and 83.93%, respectively, and there were differences between two groups (P < 0.05). In FAS, the TCM

syndrome efficacies in the control and treatment groups were 48.74% and 84.17%, respectively, while in PPS, the TCM syndrome

efficacies in the control and treatment groups were 51.43% and 87.50%, respectively, and there were differences between two groups (P <

0.05). NRS-11 scores and duration of dysmenorrheal in treatment group were significantly shorter than those in the control group, and

there were differences between two groups (P < 0.05). Conclusion Jingtongping Capsule has clinical curative effect in treatment of

congealing cold blood stasis syndrome with primary dysmenorrheal, and comprehensive efficacy of dysmenorrheal and TCM syndrome

effect in treatment group were significantly better than the control group, and can effectively alleviate pain degree of dysmenorrhea, also

can reduce the duration of dysmenorrheal, which has value to carry out Phase III clinical research to corroborate the curative effect.
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Table 1 Comparison on comprehensive efficacy of dysmenorrhea between two groups
LUSITES gkl n/) e PR 2 /451 s di! AR TR BAHBEY%
FAS POy 119 1 2 29 87 26.89
L 120 14 26 57 23 80.83°
PPS Xof 1 105 1 2 25 77 26.67
MEbig 112 14 25 55 18 83.93"
SR P<0.05
"P <0.05 vs control group
F2 MWAREIHERTHLR
Table 2 Comparason on TCM syndrome effect between groups
SRS gkl n/fl i PR 2 /451 s di! AR TR S Y%
FAS POy 119 1 4 53 61 48.74
L 120 14 9 78 19 84.17°
PPS xof 1 105 1 4 49 51 51.43
HIT 112 14 9 75 14 87.50"
GaHRALLE: "P<0.05
*P < 0.05 vs control group
*3 FAREKEIEEMEFEATE L
Table 3 Comparason on pain intensity and duration of dysmenorrhea between two groups
e a8 bl NRS-L] VP
PRI RoME 25% 50% 75% RKME Std 95%CI
FAS o 119 431 0 3.0 4.0 6.0 9.0 1.72 4.62~4.00
MEbig 120 2.62 0 1.0 2.0 4.0 7.0 1.79 2.94~2.30
PPA X 105 4.19 0 3.0 4.0 5.0 8.0 1.58 4.49~3.89
BI7 112 2.47 0 1.0 2.0 35 7.0 1.68 2.79~2.16
Hatk A n/tl RIS ) /h
FEME BeME 25% 50% 75% LNt Std 95%CI
FAS X 119 14.47 0 6.0 10.0 24.0 48.0 11.73 16.58~12.36
bEtig 120 6.13 0 2.0 4.0 9.0 40.0 6.86 7.36~4.91
PPS o 105 14.38 0 6.0 10.0 20.0 48.0 11.74 16.63~12.13
BT 112 5.71 0 1.5 4.0 8.0 40.0 6.53 6.92~4.50
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