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ABSTRACT Objective: To observe the clinical efficacy, the effect on quality of life and the safety of SanShengTongBian Decoction
in the treatment of functional constipation with intestinal hyperthermia syndrome. Methods: 70 patients of functional constipation with
intestinal hyperthermia syndrome in our hospital from July 2016 to March 2018 were randomly divided into observation group and
control group, 35 cases in each group. The observation group was treated with Sansheng Tongbian decoction, while the control group
was treated with placebo for 4 weeks respectively. The scores of symptoms and the efficiency of TCM syndromes were recorded and
evaluated before treatment, 2 weeks after treatment and 4 weeks after treatment, and the western medicine individual symptom degree
and quality of life scale (PAC-QOL) for constipation patients were also recorded and evaluated before treatment and 4 weeks after
treatment. Results: After 4 weeks of treatment, the Full Analysis Set (FAS) and Per Protocol Set (PPS) analysis of the symptoms in the
observation group were significantly lower than those in the control group (P<0.01). The FAS and PPS analysis of the effective rate of
TCM syndromes in the observation group were 74.29% and 78.79%, which were significantly higher than 34.29% and 36.36% of the
control group (P<0.01); the FAS and PPS analysis of the improvement of single symptom in the observation group were better than those
before treatment (P<0.01). The FAS and PPS analysis of PAC-QOL score in the observation group were significantly lower than those in
the control group (P<0.05). There was no significant difference in the incidence of adverse events between the two groups (P>0.05).
Conclusions: SanShengTongBian can effectively and safely improve the clinical symptoms and quality of life of patients with functional
constipation with intestinal excess heat syndrome, which is worthy of clinical application.
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Table 1 Comparison of total scores of Western Medicine symptoms before and after treatment in two groups[M(Min, Max)]

Treatment for 2

Data set Groups n  Before treatment

Treatment for 4 Intra-group comparison before and after treatment

weeks weeks F P
Control group 35 11(3,18) 8(0,17) 6(1,16) 23.015 <0.01
Observation group 35 12(5,18) 5(1,14) 3(0,14) 67.876 <0.01
FAS Same time z 1274 -1.626 2711 - -
Comparison among groups ~ p 0.203 0.104 0.007 - -
Control group 33 11(3,18) 8(0,17) 6(1,16) 22.595 <0.01
Observation group 33 11(5,18) 4(1,13) 2(0,13) 77.081 <0.01
oS Same time z -0.992 -1.995 -3.066 - -
Comparison among groups ~ p 0.321 0.046 0.002 - -
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Table 2 FAS analysis of single symptoms of western medicine before and after treatment in observation group

Symptoms Time N No Mild  Moderate  Severe Z P
Before treatment 35 10 5 10 10
Bristol Fecal Traits Typing (Type 1-3) -3.891 <0.01
After treatment 35 27 5 2 1
Before treatment 35 1 2 2 30
Overexertion and difficulty in defecation -4.461 <0.01
After treatment 35 9 14 4 8
Before treatment 35 3 3 5 24
Anal drop, incomplete defecation, distension -4.276 <0.01
After treatment 35 11 12 7 5
Before treatment 35 4 8 8 15
Abdominal distention -3.568 <0.01
After treatment 35 15 10 6 4
Before treatment 35 13 6 8 8
Defecation time (min/time) -3.598 <0.01
After treatment 35 24 8 2 1
Before treatment 35 4 10 12 9
Defecation frequency -4.452 <0.01
After treatment 35 25 6 4 0
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Table 3 PPS analysis of single symptoms of western medicine before and after treatment in observation group

Symptoms Time N No Mild  Moderate  Severe z P
Before treatment 33 10 5 9 9
Bristol Fecal Traits Typing (Type 1-3) -3.891 <0.01
After treatment 33 27 5 1 0
Before treatment 33 1 2 2 28
Overexertion and difficulty in defecation -4.461 <0.01
After treatment 33 9 14 4 6
Before treatment 33 3 3 5 22
Anal drop, incomplete defecation, distension -4.276 <0.01
After treatment 33 11 12 7 3
Before treatment 33 4 8 6 15
Abdominal distention -3.568 <0.01
After treatment 33 15 10 4 4
Before treatment 33 13 4 8 8
Defecation time (min/time) -3.598 <0.01
After treatment 33 24 6 2 1
Before treatment 33 4 10 10 9
Defecation frequency -4.452 <0.01
After treatment 33 25 6 2 0
x4 WARTEIE P ETSIERILR
Table 4 Comparisons of curative effect indexes of TCM between two groups before and after treatment
Data set Groups Effective Invalid Totals Effective rate( %) I P
FAS Control group 12 23 35 34.29% 11.283 <0.01
Observation group 26 9 35 74.29%
Totals 38 32 70 54.29% - -
PPS Control group 12 21 33 36.36% 12.158 <0.01
Observation group 26 7 33 78.79%
Totals 38 28 66 57.58% - -
x5 MART AR EFREIEIRLR (v2s)
Table 5 Comparison of quality of life before and after treatment between two groups( xs )
Intra-group comparison before and after treatment
Data set Groups n t P
Before treatment After treatment
Control group 35 46.31% 19.38 35.26 20.11 3.644 0.01
Observation group 35 50.97+ 18.39 25.26% 17.76 7.055 <0.01
FAS
Comparison among F 0.192 0.373 - -
groups P 0.306 0.031 - -
Control group 33 47.03%+ 19.36 35.30+ 20.37 3.705 0.01
Observation group 33 50.67+ 18.54 23.39+ 16.07 7.384 <0.01
PPS
Comparison among F 0.200 1.384 - -
groups P 0.439 0.010 - -
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