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[Abstract] Objective: To observe the clinical efficacy of Sanren Runchang formula in treating constipation-predominant
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irritable bowel syndrome (IBS-C) by regulating the brain-gut axis and the effects of the formula on serum levels of
5-hydroxytryptamine (5-HT) , vasoactive intestinal peptide (VIP) , and substance P (SP). Methods: A randomized controlled
design was adopted, and 72 IBS-C patients meeting Rome IV criteria were randomized into observation and control groups
(36 cases).The observation group received Sanren Runchang formula granules twice daily, and the control group received lactulose
oral solution daily for 4 weeks. IBS Symptom Severity Scale (IBS-SSS), IBS Quality of Life Scale (IBS-QOL), and Bristol Stool
Form Scale (BSFS) were used to assess clinical symptoms, and bowel movement frequency was recorded. The Self-Rating Anxiety
Scale (SAS) and Self-Rating Depression Scale (SDS) were employed to evaluate psychological status. ELISA was employed to
measure the serum levels of 5-HT, VIP, and SP. Results; The total response rate in the observation group was 91.67% (33/36),
which was higher than that (77.78%, 28/36) in the control group (x’=4.50, P<0.05). After treatment, both groups showed
increased defecation frequency and BSFS scores, decreased IBS-SSS total score, abdominal pain and bloating scores, IBS-QOL
health anxiety, anxiety, food avoidance, and behavioral disorders scores, SAS and SDS scores, serum 5-HT and VIP levels, and
increased SP levels (P<0.05, P<0.01). Moreover, the observation group showed more significant changes in the indicators above
than the control group (P<0.05, P<0.01). The SP level showed no significant difference between the two groups. During the
4-week follow-up, the recurrence rate was 5.88% in the observation group and 31.25% in the control group. No adverse events
occurred in observation group, and 2 cases of mild diarrhea occurred in the control group. Conclusion: Sanren Runchang formula
demonstrated definitive efficacy in alleviating gastrointestinal symptoms and improving the psychological status and quality of life
in IBS-C patients, with a low recurrence rate. The formula can regulate serum levels of neurotransmitters such as 5-HT and VIP,
suggesting its potential regulatory effect on the brain-gut axis through modulating neurotransmitters and neuropeptides. However,
its complete mechanism of action requires further investigation through detection of additional brain-gut axis-related biomarkers.
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Table 7 Comparison of clinical efficacy between groups of patients
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20 B KO 1Y T B ok 3 }E = A= % J5 vl fig functional constipation with sanren Runchang formula [J].
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