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Background/Aims: Helicobacter pylori (H. pylori) infection is one of the etiologies of functional dyspepsia (FD). The aim of this study
was to compare the efficacy of H. pylori eradication therapy and motilitone monotherapy in patients with FD.

Materials and Methods: We prospectively performed a multicenter randomized double-blind study between August 2014 and June
2017. FD patients with H. pylori infection randomly received either the standard triple therapy or motilitone. Global and individual
symptom improvements, and changes in quality of life score were assessed.

Results: We failed to enroll as many candidates as we had planned. A study to evaluate the efficacy of medications in FD patients
according to the Rome III criteria is difficult to perform in Korea because of the early medication therapy at local hospitals and re-
luctance to discontinue digestive medications. Of the 35 patients enrolled, 30 (18 in the H. pylori eradication group and 12 in the
motilitone group) completed the trial. The success rate of H. pylori eradication was 44.4% (8/18). The symptom improvement rate
using the 7-point Likert scale at week 12 was 66.7% (12/18) in the H. pylori eradication group and 91.7% (11/12) in the motilitone
group (P=0.193). At week 12, the symptom improvement rate was not significantly different between the patients with successful
eradication (87.5%, 7/8) and those in the motilitone group (91.7%, 11/12; P=1.000).

Conclusions: Eradication therapy could be an effective treatment for H. pylori-positive FD. However, our results should be cautiously
interpreted, as we failed to recruit the intended number of subjects. (Korean J Helicobacter Up Gastrointest Res 2019;19:106-114)
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HP eradication group Motilitone group
(n=18) (n=12)

Fig. 1. A schematic diagram of the study. HP, Helicobacter pylori.
*Planned recruitment; *Actual recruitment.

Table 1. Baseline Characteristics of the Enrolled Patients
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Fig. 2. Symptom improvement after 12 weeks (by a 7-point Likert scale).
PP, per protocol; ITT, intention-to-treat; HP, Helicobacter pylori.

HP eradication group (n=18) Motilitone group (n=12) P-value
Age (years) 45.7+12.4 42.0%+10.7 0.408
Male 8 (44.4) 7 (58.3) 0.456
BMI (kg/m?) 23.4+2.9 21.8+2.0 0.112
Alcohol 4 (22.2) 4 (33.3) 0.678
Smoking 12 (66.7) 6 (50.0) 0.458
BDI (scores) 7.0£3.2 12.9+4.9 0.001
SSAS (scores) 10.1+5.0 11.7+5.4 0.421

Values are presented as mean=+standard deviation or n (%).

HP, Helicobacter pylori; BMI, body mass index; BDI, Beck Depression Inventory; SSAS, Somatosensory Amplification Scale.
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Fig. 3. Symptom improvement after 12 weeks (by a 7-point Likert scale) in the subgroup analysis. (A) Helicobacter pylori eradication success group
in comparison with the eradication failure group. (B) H. pylori eradication success group in comparison with the motilitone group.
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Fig. 4. Changes in individual and total scores of functional dyspepsia symptoms after 6 and 12 weeks. No significant differences in these symptom
scores were found between the Helicobacter pylori eradication group and the motilitone group. (A) Total score for gastrointestinal symptoms.
(B) Mean score for epigastric pain. (C) Mean score for epigastric soreness. (D) Mean score for early satiety. (E) Mean score for postprandial discomfort.
HP, Helicobacter pylori.
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Fig. 5. Changes in total NDI-K score. NDI-K, Nepean Dyspepsia
Index-Korea; QOL, quality of life; HP, Helicobacter pylori.

Table 2. Adverse Event Rates between the Two Groups
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oV k] & AR, At AgtelMes 2R,
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HP eradication group (n=18) Motilitone group (n=12) P-value

Adverse event 3 (16.7) 3 (25.0) 0.660

Diarrhea 1 (5.6)

Heartburn 1(8.3)

Upper abdominal discomfort 1 (5.6)

Urticaria 1(5.6)

Headache 1(8.3)

Acute pharyngitis 1(8.3)
Severe adverse event 0 (0.0) 0 (0.0) NA

Values are presented as n (%).
HP, Helicobacter pylori; NA, not applicable.
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