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Clinical trial of vonoprazan fumarate combined with mosapride in the treatment of

patients with refractory non — erosive gastroesophageal reflux disease
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Abstract; Objective

fumarate furosemide tablets combined with mosapride tablets in the

To observe the clinical efficacy and safety of

treatment of refractory non erosive gastroesophageal reflux disease
(rNERD). Methods The rNERD patients admitted to our hospital
were divided into control group (oral administration of 20 mg fumarate
fumarate tablets, gd) and treatment group (addition of mosapride citrate

tablets, taken before meals, 5 mg each time, #id) according to the

treatment method, with a treatment course of 8§ weeks. Compared the

clinical symptoms, esophageal motility indicators, gastrointestinal

hormone indicators, quality of life and clinical efficacy of two groups,
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and conducted safety evaluation. Results A total of 120 patients were included, with 59 in control group and 61 in
treatment group. After treatment, the gastroesophageal reflux disease scale (Gerd Q) scores of treatment group and
control group were (6.89 +1.29) and (7.56 + 1.64) points, respectively; the gastroesophageal reflux disease
symptom frequency scale ( FSSG) scores were (7.95 +1.71) and (9.00 % 2.24) points, respectively; the lower
esophageal sphincter pressure ( LESP) were (22.19 + 4.33) and (19.67 + 4.38) mmHg, respectively; the
pepsinogen [ (PG 1) levels were (121.21 £26.75) and (111.57 +20.28) pg + mL™"'
pepsinogen I (PG 1) levels were (13.58 +3.17) and (15.12 +3.57) pg + mL™"'
(GAS) levels were (72.16 = 11.23) and (67.97 £ 10.94) pg + mL~
gastroesophageal reflux disease quality of life scale (GERD — QOL) were (32.82 +7.24) and (29.75 +5.37) points,

respectively. The differences in the above indicators were all statistically significant between the two groups (P <0. 05,

, respectively; the
, respectively; the gastrin

", respectively; the scores of the

P <0.01). The total clinical effective rate of treatment group was 90. 16% (55 cases/61 cases), which was
significantly higher than 76. 27% (45 cases/59 cases) in control group (P <0.05). The adverse drug reactions in
control group mainly included diarrhea, constipation and nausea; treatment group included diarrhea, constipation and
dry mouth. The total incidence of adverse drug reactions in treatment group and control group were 8.20% (5 cases/
61 cases) and 6.78% (4 cases/59 cases), respectively, with no statistically significant difference (P >0.05).
Conclusion  The combination of vonoprazan fumarate tablets and mosapride citrate tablets has a synergistic effect in
the treatment of rNERD, which can effectively improve the clinical symptoms and quality of life of rNERD. Its
mechanism of action may be related to multiple effects such as synergistic improvement of esophageal motility and
regulation of gastrointestinal hormone levels, and the combination regimen has good safety.

Key words: vonoprazan fumarate tablet; mosapride citrate tablet; refractory non — erosive gastroesophageal reflux disease;
quality of life; gastrointestinal hormone
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(HP<0.05);2 AL & 19 PG N1 AT BB R1 2 4UME VORI e
(¥JP<0.001 ), H ik % 41 B 2 X F xF B 41 Table 1 Comparison of general data between two groups

(P <0. 05) ,ﬂ%% 4, Ttem Control (n =59 ) Treatment(n =61)
5 2ABREEFRENILER Sex(n,% ) : ( :
R, \ . Male 27(45.76 26/(42. 62
yéy AR ZH E o 3 — Y12
TRIT I, X IR 550 4 B 5 1) GERD QOL‘ ¥ Female 32(54.24) 35(57.38)
SR (19,86 £4.22) F1(19.97 +4.15) 43  FEBETE Age(year, x25) 53.71£6.48  52.64 £6.21
2 FEELEGEEE Y (P >0.05) 3697 )5, SR 5 BMI(kg * m™?, % xs) 22.84+2.32 22.59=%2.17

s R N Disease duration (months, x £s) 19.29 £4. 15 20.13 £4.24
4 B ¥ GERD - QOL +F 43 4y # ’
lit gﬂ A %‘ E]/J Q :I: ﬁ ﬁ %J ji, Previous PPI duration( weeks, x +5) 12.85 £2.37 13.16 £2.62

(29.75 £5.37) F1(32. 82 £7.24) 57,2 AH B ETHH Smoking history(n,% ) 16(27.12) 21(34.43)

(¥ P<0.001) , Hi5: 2% & FXHREZH (P <0.05) Drinking history (% ) 24(40.68)  27(44.26)

6 2 AHEEHEIGKSTIEMN Systolic blood pressure(mmHg, ¥ +s)  121.58 £9.63 119.43 £9. 74
iﬁﬁ}a ,iﬁ%?ﬂ%%ﬂ@”ﬁ%ﬁﬁﬁ%i%% :,F‘X‘—J- Diastolic blood pressure( mmHg, x +s) 85.15+8.42  86.74 £8. 66

WELL(P <0.05) LS. Heart Rate(time » min™', % +5) 77.24 £6.37  77.98 6.65

7 ReMEH BMI: Body mass index; PPI: Proton pump inhibitor; Control group: Oral

vonoprazan fumarate tablets, 20 mg, once daily, for 8 consecutive weeks;

v 7 bl P DTN 3] W
Xj‘ﬁﬁéﬂz{ /‘:EHE {5 2 {ﬁﬂ ‘{% 1 /ﬁu Vil {ﬁu ’ ﬁ%\ Treatment group: Based on the control group’ s treatment, additional oral
zﬂkﬁzﬂg{% 2 ,fﬁlj \1%*44‘ 2 /WIJ HF @U ’ iéjﬂi%ﬁﬁﬁ E mosapride citrate was administered at 5 mg per dose, three times daily, for
Fraeff . I A A AL 025 WA RN SR AR 8 consecutive weeks.

R2 2HBHEBREMRERE(Cerd Q) A1 E B SLIALIR A A4 (FSSC) WM LLEL (43, % £5)
Table 2 Comparison of gastroesophageal reflux disease questionnaire ( Gerd Q) and frequency scale for the symptoms of Gerd ( FSSG ) scores

between two groups( points,x +s)

Control(n =59) Treatment(n =61)
Ttem
Before treatment After treatment Before treatment After treatment
Gerd Q scores 11.75 £2.57 7.56 +1. 647 11.97 £2. 64 6.89 + 1,29 *###
FSSG scores 25.68 £5. 16 9.00 %2, 24*## 26.13 £5.22 7.95 £1.71* **

Compared with control group at the same time, * P <0.05, ** P <0.01; Compared with before treatment in the same group, **P <0. 001.

K3 2HBEREDIIFLE (2 £5)

Table 3 Comparison of esophageal motility indicators between two groups(x )

Control(n =59) Treatment(n =61)
Item
Before treatment After treatment Before treatment After treatment
LESP( mmHg) 12.34 +3.62 19. 67 x4, 38 12.59 +3.54 22.19 +4, 33 * *#H
LESL( c¢m) 3.12 +0.57 3.06 £0. 61 3.15£0.55 3.03 £0.63
DCI(mmHg - s + cm) 349.87 +59.73 485.39 =75, 18*# 356. 16 =61. 42 527.45 £81.37 " *

LESP: Lower esophageal sphincter pressure; LESL: Lower esophageal sphincter length; DCI: Distal contractile integral; Compared with control group at the

same time, ** P <0.01; Compared with before treatment in the same group, **P <0.001.

T4 2HBEHBMFAKTHILE (pg - mL7 5 £5)

Table 4 Comparison of gastrointestinal hormone levels between two groups(pg + mL ™" % +5)

Control(n =59) Treatment(n =61)
[tem
Before treatment After treatment Before treatment After treatment
PG 1 74.25 £11.49 111.57 +20.28%# 72.16 £10. 61 121.21 +26. 75 *##
PG 1T 22.67 £5.83 15.12 +3, 57 23.79 £5.94 13.58 +3, 17 *###
GAS 46.73 +8.37 67.97 = 10. 947 45.97 £8.17 72.16 £11.23 * ™

PG 1 . Pepsinogen [ ; PG Il . Pepsinogen Il ; GAS: Gastrin; Compared with control group at the same time, * P <0.05; Compared with before treatment

in the same group, ™ P <0.001.
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590170 8.20% (5 fil/61 41) Fi1 6. 78% (4 il/59 4])
TEGE 7 E2E R ICge B (P >0.05) o

RS 2HBERKI TN (n, %)

Table 5 Comparison of clinical efficacy between two groups(n, % )

Item Control(n =59) Treatment(n =61)
Markedly effective 18(30.51) 29(47.54)
Effective 27(45.76) 26(42.62)
Ineffective 14(23.73) 6(9.84)
Total effective rate 45(76.27) 55(90.16) *

Compared with control group, * P <0. 05.

o
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