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Clinical Effect of Shugan Hewei Prescription Combined with Vonoprazan on

Refractory Gastroesophageal Reflux Disease Due to Qi Depression and Phlegm Obstruction
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[ Abstract] Objective: To evaluate the clinical efficacy and adverse effects of Shugan Hewei
prescription combined with vonoprazan in the treatment of refractory gastroesophageal reflux disease (RGERD)

due to qi depression and phlegm obstruction. Method: Eighty RGERD patients who met the inclusion criteria
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underwent 24-hour pH impedance and high-resolution esophageal manometry and electronic gastroscopy. The
80 patients were randomly assigned to an observation group (Shugan Hewei prescription, one bag each time,
twice a day + vonoprazan, 20 mg each time, once a day) and a control group (vonoprazan, 20 mg each time,
once a day) by the random number table method. The treatment in both groups lasted for 4 weeks. The clinical
efficacy was examined. The scores of TCM symptoms (pharyngeal discomforts such as phlegm obstruction,
retrosternal discomfort, and belching) , somatic symptoms, quality of life, and improvement of esophageal
mucosa under gastroscopy were observed in both groups before treatment and after treatment for 2 and 4 weeks.
Result: Seventy-five patients completed the trial were included in this study, including 38 patients in the
observation group and 37 patients in the control group. The total response rate in the observation group was
89.47%(34/38) , which was higher than that (62.16%,23/37) in the control group (}’=13.014, P<0.01). After
treatment, the scores of esophageal mucous membrane, reflux disease symptoms, TCM symptoms,
gastroesophageal reflux disease health-related quality of life scale (GERD-HRQL ), and somatic self-rating scale
(SSS) decreased in both groups (P<0.05). Moreover, the observation group outperformed the control group in
alleviating heartburn, acid reflux, throat discomforts, midnight coughing, nausea and dry vomiting, mucousy
mouth, and insomnia in the patients with GERD (P<0.05, P<0.01). However, the two groups showed no
statistically significant differences in the improvement of esophageal mucosa after treatment. Conclusion: The
combination of Shugan Hewei prescription with vonoprazan was superior to vonoprazan alone in treating

RGERD regarding clinical symptoms, physical signs, quality of life, and somatic symptoms, without causing

obvious adverse effects.
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