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Table 1. The Criteria of Improvement in Pain of Gastric Ulcer

Excellent >75%  Improvement of the score of day- and night-time pain by 75% or more compared to that before treatment
Good 50~74%  Improvement of the score of day- and night-time pain by 50~74% compared to that before treatment

Moderate  25~49%  Improvement of the score of day- and night-time pain by 25~49% compared to that before treatment.
Unchanged 0~24%  Improvement of the score of day- and night-time pain by 0~24% compared to that before treatment.

Aggravate <0%  Aggravation of pain compared to that before treatment.
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Table 2. Demographic Characteristics of Subjects

Characteristics Rt;\(/;(l)prrerllzgan Or;%pl;?éde p value
No. patients 143 144
Male/Female 98/45 93/51 0.4784*
Age (years)
Mean+SD 479+10.6 48.6+12.5  0.6050"
Height (cm)
Mean+SD 165.9+7.6  166.1£8.0 0.8853"
Weight (kg)
Mean+SD 64.2+11.0  63.7t10.7 06765
Smoker
No (%) 84 (58.7) 81 (56.3)  0.6695*
Yes (%) 59 (41.3) 63 (43.7)
Alcohol
No (%) 52 (36.4) 56 (389)  0.6588*
Yes (%) 91 (63.6) 88 (61.1)
Caffeine
No (%) 29 (20.3) 37 (25.7)  0.2757*
Yes (%) 114 (79.7) 107 (74.3)
The largest
ulcer size (mm)
>5~10 112 (78.3) 108 (75.0)  0.5060*
>10 31 (21.7) 36 (25.0)
Mean+SD 9.3%5.1 9.144.6 0.7783"
No. ulcer
1 116 (81.1) 100 (69.4)  0.0333*
2 20 (14.0) 26 (18.1)
>3 7 (4.9 18 (12.5)
Mean+SD 1.3:0.8 1.6+1.3 00147
Positive for H. pylori 101 (70.6) 96 (66.7)  0.4694*
Day-time pain positive 91 (63.6) 110 (764) 0.0184*

Night-time pain positive

68 (47.6)

80 (55.6) 0.1749*

*Chi-square test.

" T-test.

¥ Wilcoxon rank-sum test.
SD, standard deviation.
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1439 = 1339 o] X F5193(93.0%), LM ZeE I

X 1449 ZF 1299%0] X F-=0](89.6%), T T Ztoll &
AR Z folgt xol7} i th(p=0.3038)(Fig. 1, Table
3). 47 WAZBE A& 9A dbtZzezt 3 2
| ZakE Foll A 7+ 82.5% (118/143), 79.9% (115/144)
2 5 7hol o7t 9laith(p=0.5648). H. pylori %43
A F dvtzezt 3 ezt 3o AR

A AEs vlast A, 7 T ol SAIFE &
o3k zpol7} 1AL (p=0.4005), H. pylori o4 YA}
A2 5 Zholl FAHCE §o% &9 Aol
Kol ¢kgkr}(p=0.4980)(Table 4).

Figure 1. Cumulative healing rate for patients treated with re-
vaprazan 200 mg and omeprazole 20 mg at 8 weeks.
statistically not significant; PP, per-protocol; ITT, inten-
tion-to-treat.

ns.,

Table 3. Cumulative Healing Rate for Patients Treated with Revaprazan 200 mg and Omeprazole 20 mg at 4 and 8 Weeks

Revaprazan 200 mg

Omeprazole 20 mg

A (Rev-Omp) p value*
n % n %

ITT (n) 143 144
4 weeks 118 82.5 115 79.9 0.5648
8 weeks 133 93.0 129 89.6 34 0.3038
95% CI for 8 weeks [88.8, 97.2] [84.6, 94.6] [-3.1, 9.9]
95% LCB for A [-2.1<]

PP (n) 109 106
4 weeks 98 89.9 94 88.7 0.7707
8 weeks 108 99.1 106 100 -0.9 0.3229
95% CI for 8 weeks [97.3, 100] - [-2.4, 0.6]
95% LCB for A [-22<]

*Chi-square test.
CI, confidence interval; LCB, lower confidence bound.
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Table 4. Cumulative Healing Rate according to H. pylori Status

Revaprazan 200 g (%) Omeprazole 20 mg (%)
H. pylori status p value*
4 weeks 8 weeks 4 weeks 8 weeks
ITT
H. pylori +ve 81/101 (80.2) 93/101 (92.1) 75/96 (78.1) 85/96 (88.5) 0.4005
H. pylori -ve 37/42 (88.1) 40/42 (95.2) 40/48 (83.3) 44/48 (91.7) 0.4980
PP
H. pylori +ve 68/77 (88.3) 76/77 (98.7) 57165 (87.7) 65/65 (100) 0.3565
H. pylori -ve 30/31 (93.8) 32/32 (100) 37/41 (90.2) 41/41 (100) -

*Chi-square test for comparison of efficacy after 8 weeks treatment between the two groups in H. pylori status.

Figure 2. Percentage of patients experiencing day-time pain or night-time pain, as reported by patient diary cards during the treatment
of revaprazan 200 mg or omeprazole 20 mg (ITT).

Figure 3. Percentage of patients experiencing day-time pain or night-time pain, as reported by patient diary cards during the treatment
of revaprazan 200 mg or omeprazole 20 mg (PP).
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Zpol= ATt (p=0.2471). o] T Fo FHAo| U+
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At A7 22(1.4%) AR, FoF TE Folle
okl A2 glo] A3l Qit‘r(Table 5. vzt
Tl & & bilirubin X7} A3t 73—%7} 171(0.7%
75“_; _"_‘401- u]— .Q o]_l,]oﬂr;], ol:
woll o3 EFE AAE = Sl Zl 1 ¥ bilirubin
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Table 5. Adverse Events

Revaprazan Omeprazole

200 mg 20 mg (Ii‘;gé)
(n=144) (n=144)
Gastrointestinal
Acute abdominal pain 1 (0.7%) - 1 (0.3%)
Bloating 2 (1.4%) - 2 (0.7%)
Constipation 2 (14%) 2 (14%) 4 (1.4%)
Diarrhea 321%) 1 07%) 4 (1.4%)
Epigastric discomfort 1 (0.7%) - 1 (0.3%)
Loose stool 1 (0.7%) - 1 (0.3%)
Nausea 3 (2.1%) - 3 (1.0%)
Tubular adenoma (colon) 1 (0.7%) - 1 (0.3%)
Body as a whole-general
Chest tightness - 10.7%) 1 (0.3%)
Halitosis - 1 (07%) 1 (0.3%)
Headache 2 (1.4%) 1 0.7%) 3 (1.0%)
Central and peripheral nervous
Dizziness (vertigo) 2 (1.4%) 2 (14%) 4 (1.4%)
Resistance mechanism
Uppet resp. tract 2 (14%) 2 (14%) 4 (1.4%)
infection
Skin and appendages
Urticaria 1 (0.7%) - 1 (0.3%)
Serious adverse events
Adenocarcinoma 1 (0.7%) 1 (0.7%) 2 (0.7%)
A@lssmn due to 1 (07%) ) 1 03%)
biopsy the prostate
Aggravation of
) 1 (0.7%) - 1 (0.3%)
gastric ulcer
Malt lymphoma - 1 (0.7%) 1 (0.3%)
Pregnancy - 10.7%) 1 (0.3%)
R/O colon diverticulitis - 1 (07%) 1 (0.3%)
Blood chemistry test
ALT elevation 1 (0.7%) - 1 (0.3%)
T. bilirubin - 1 (0.7%) 1 (0.3%)
¥-GT elevation 2 (1.3%) - 2 (0.7%)
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ABSTRACT

Background/Aims: This randomized, double-blind, phase
[I, multicenter trial was carried out to compare the
efficacy and safety of revaprazan, a novel acid pump
antagonist, with that of omeprazole in patients with more



than one of gastric ulcers. Metheds: Two hundred and
ninety two subjects were randomized to 4~8 weeks of
treatment with either revaprazan 200 mg or omeprazole 20
mg. The primary efficacy parameter was the cumulative
healing rate determined by endoscopy after 4 and 8 weeks
of treatment, and the secondary efficacy parameter was an
improvement rate of pain. Results: The intention-to-treat
analysis revealed revaprazan and omeprazole to have
similar cumulative healing rates (93.0% and 89.6%,
respectively; p=0.3038). The per-protocol analysis revealed
revaprazan and omeprazole to also have similar cumula-
tive healing rates (99.1% and 100%, respectively; p=
0.3229). In both analyses, there were no significant
differences in an improvement rate of pain between the
two groups. Both drugs were well tolerated. Conclusions:
Revaprazan has similar efficacy to omeprazole in the
treatment of patients with gastric ulcer with a once a day
application of revaprazan 200 mg or omeprazole 20 mg
over a 4 to 8-week period. In terms of safety, revaprazan
was well tolerated. (Korean J Gastrointest Endosc
2007;34:312-319)

Key Words: Revaprazan, Omeprazole, Gastric ulcer, Clinical

trial phase III
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