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Multicenter, Randomized, Placebo-controlled Trial to Evaluate the Efficacy and Safety of a
Controlled-release, Once-daily UIC201609/UIC201610 Combination Therapy for Functional
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Background/Aims: Functional dyspepsia is a disease involving a range of upper gastrointestinal symptoms derived from various
pathophysiologies. Tablets containing a combination of rabeprazole and controlled-release (CR) mosapride were recently developed.
To investigate a more effective treatment, this trial evaluated the efficacy and safety of UIC201609/UIC201610 as a preliminary study.
Methods: A multicenter, double-blind, randomized study was performed on 30 subjects. UIC201609/UIC201610 (combination of
rabeprazole and CR mosapride) was the case group, and the two control groups were rabeprazole 10 mg once a day and mosapride
15 mg CR tablet once a day. As a primary efficacy endpoint of the study, the changes in the total score of eight items of the Nepean
Dyspepsia Index-Korean version were analyzed at 2 weeks and 4 weeks. The outcomes regarding safety were collected.

Results: The total symptom score of Nepean Dyspepsia Index-Korean decreased in the rabeprazole single group (29.4+17.1), mosapride
CR single group (33.4+15.6), and UIC201609,/UIC201610 group (33.4+11.8) at 4 weeks without significant differences. On the other hand,
the UIC201609/UIC201610 combination group showed more score reduction of pain in the upper abdomen, burning in the upper abdomen
compared to each control group, but it did not reach statistical significance. No difference was found in safety analysis.

Conclusions: UIC201609/U1C201610 once daily showed some improvement in epigastric pain and dyspepsia in patients with func-
tional dyspepsia, but there was no significance. Further study based on the advanced clinical trial design will be needed to confirm
the efficacy of UIC201609/UIC201610 combination therapy in the future. (Korean J Gastroenterol 2021;77:171-178)
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Table 1. Demographic and Baseline Characteristics of Subjects
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Mosapride CR 15 mg Rabeprazole 10 mg Mosapride CR+Rabeprazole p-value
Number 8 13 9
Age (years) 50.5£10.9 43.9+13.0 54.2+16.9 0.26
Sex (male/female) 1/7 1/12 2/7 0.61°
Hight (cm) 161.3+7.4 165.0+5.8 160.6+5.6 0.27
Weight (kg) 62.0+11.1 58.5+11.5 59.846.8 0.78
Smoking (n) 0.51°
Never 8 12 9
Ex-smoker
Current 1
Alcohol (n) 0.02°
None 2 11 6
Past
Current 6 2
Symptom duration (mo) 13.16+14.3 10.0+£5.3 7.7+3.4 0.43
Subtypes of functional dyspepsia (n) 0.20
EPS 4 8 6
PDS 7 11
EPS+PDS 6 5
Values are presented as meantstandard deviation.
CR, controlled-release; PDS, postprandial distress syndrome; EPS, epigastric pain syndrome.
®Fisher's exact test
Table 2. Compliance and Treatment Efficacy at 4 Weeks
Mosapride CR 15 mg Rabeprazole 10 mg Mosapride CR+Rabeprazole  p-value
Number 8 13 8
Compliance 95.7+4.9 97.5+4.4 98.21+3.3 0.05
Degree of improvement (N/N [%]) 0.39
Significant 2/8(25.0) 7/13 (53.8) 2/8(25.0)
Moderate
Mild 5/8 (62.5) 3/13(23.1) 5/8 (62.5)
Little or No 1/8 (12.5) 3/13(23.1) 1/8 (12.5)
Symptom score change (ITT) 0.70
Baseline 53.9112.4 54.1+11.4 57.5+11.1
Week 4 20.5+11.4 24.7+22.6 24.1+17.7
Change from baseline 33.4115.6 29.4+17.1 33.41£11.8
Symptom score change (PP) 0.78
Baseline 53.9+12.4 53.3+11.6 59.4+10.4
Week 4 20.5+11.4 23.31£23.0 27.6+16.0
Change from baseline 33.4+15.6 30.1+£17.7 31.9+12.0

CR, controlled-release; ITT, intention-to-treat; PP, per protocol.
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Fig. 2. Changes in score according to each symptom of Nepean Dyspepsia Index-Korean (NDI-K) version. (A) Pain in upper abdomen. (B)
Discomfort in upper abdomen. (C) Burning in upper abdomen. (D) Inability to finish regular meal. (E) Fullness after eating,. (F) Pressure in upper

abdomen. (G) Bloating in upper abdomen. (H) Nausea.
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