
for medical research involving human subjects.
The original study design has been published previ-

ously4. In this study, patients were re-classified into new-
onset GERD and recurrent GERD groups according to
their patients’ profile.Therefore, difference of patients’
characteristics at baseline between new-onset and recur-
rent GERD was compared. This study analyzed the effi-
cacy of PPI in patients who were new-onset or recurrent
GERD by evaluating daily symptom charts during the
maintenance therapy. Recurrent patients were defined as
patient who had received internal medication for GERD.
Briefly, endoscopically proven GERD patients who had
completed 8 weeks initial therapy were sequentially ran-
domized to a continuous arm (Omeprazole 20mg od) or a
non-demand arm (Omeprazole 20mg on-demand). The di-
agnosis of GERD was established by upper GI endoscopy
and classified according to the modified Los Angeles (LA)
classification grades M, A, B, C or D before the initial PPI
treatment. The patients provided written informed consent
to participate in this study. Grade M indicates a minimal
change in the modified LA classification that expresses
erythematous changes (red) and acanthotic changes
(white)5. Randomization was conducted using a computer
generated randomization list that was created by a third
party. Patients filled in daily symptoms and tablet usages

on the daily chart for 24 weeks. Symptom relief was de-
fined as no-symptoms on 6 or more days a week. The
numbers of patients who achieved symptom relief during
a maintenance therapy were compared between the new-
onset and recurrent groups in the continuous arm and in
the on-demand arm, respectively. Upper GI endoscopy
was performed at 24 weeks. We analyzed data from the
daily chart using the full analysis set. Overview of study
design is shown in Figure 1.

The results of the inter-group differences were ana-
lyzed using the Chi-square test and Fisher’s exact test.Sta-
tistical significance was defined as p < 0.05 (two-sided). 

Results
Among a total of 118 patients, 82 were new-onset

GERD (mean age 59.6 years, men/women: 53/29) con-
sisting of 42 patients in the continuous and 40 in the on-
demand arm; 36 patients were recurrent GERD (mean age
57.6 years, men/women: 22/14) consisting of 17 patients
in the continuous and 19 in the on-demand arm. Table 1
shows the characteristics of the patients at the time of en-
rollment. There were significant differences in body mass
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Table 1. Characteristics of study groups at baseline. New-onset gastroesophageal reflux disease (GERD) group consisted of 82
patients (continuous: 42, on-demand: 40), while recurrent GERD group consisted of 36 patients (continuous: 17, on-demand: 19).

New onset group n=82 Recurrent group n=36 p value
Mean age 59.6 ± 11.5 57.6 ± 11.4 n.s.
Gender M:F 53:29 22:14 n.s.
Continuous: On-demand 42:40 17:19 n.s.
BMI 23.3 ± 3.4 24.9 ± 3.7 <0.05
Smoking % 29.9% 33.3% n.s.
Drinking % 44.4% 65.7% <0.05
Hiatal hernia  % 62.2% 61.1% n.s.
LA classification
Grade M 27 10 n.s.
Grade A 28 12
Grade B 24 10
Grade C 1 4
Grade D 2 0
Data shown are mean± standard deviation, BMI: body mass index, LA classification: Los Angeles classification, M: male, F:
female, ns: non significant.

Table 2. Upper GI endoscopic diagnosis at 24 weeks..
New onset group Recurrent group P value

Healed 60(88.2%) 17(56.7%)
Not healed 8(11.8%) 13(43.3%)

(LA grade A:6, B:2, C:0, D:0) (LA grade A:8, B:3, C:2, D:0)
LA: Los Angeles classification grades A, B, C and D.

p<0.01

Figure 1. Overview of study design.

Figure 2. Percentage of patients who were symptom free for 6
or more days a week as recorded on a daily chart in the new-
onset GERD group. **p<0.01, *p<0.05 vs. On-demand group.
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