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Table 1. The Criteria of Improvement in Subject Symptoms

Excellent >75% The total score of symptoms is decreased greater than 75% from 2" visit
Good 50~74%  The total score of symptoms is decreased greater than 50% but less than 75% from 2" visit
Moderate 25~49%  The total score of symptoms is decreased greater than 25% but less than 50% from 2" visit
Unchanged 0~24%  The total score of symptoms is decreased greater than 0% but less than 24% from 2" visit
Aggravate <0% The total score of symptoms is decreased less than 0% from 2" visit (aggravated)
T AS, obHel ek HZ Ao ¢k, FYEY + 7} 338X (low confidence bound, LB)S T3} &}31%]
o obgol Aok, APA) AokS BEFE 2FOE s} MIASWAEOHET AkE AS Be] dnhme
At AL AP £ EE 2y A7 2 7200 mgel HWAIAA FEE] BHYEY 150 meol
& 20 BA0] BT olF9l HHe Btk A Hls) MASHL ARG 4 HRE T 2
W72 F 0E B Bge A¥Mo FANYL, 7 A oldurs BHE] FARH Ao| frE
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FaESL guzatd o] 79.9% (187/234), ZFUEH +



Table 2. Demographic Characteristics of Subjects, by Treatment

Group
Characteristics Re;ggrerlrzlzn RT;E“?E: p-value
No. of subjects 234 228
Male/Female 108/126 106/122 0.9420*
Age (years) .
Mean+SD 459+11.4 44.6+10.8  0.2309
Height (cm)
Mean+SD 163.9+8.1 163.7+8.2 0.8395"
Weight (kg)
Mean+SD 62.619.9 6294103  0.7295"
Smoker
No (%) 178 (76.1) 179 (78.5)  0.5315*
Yes (%) 56 (23.9) 49 (21.5)
Alcohol
No (%) 110 (47.0) 117 (51.3)  0.3545*
Yes (%) 124 (53.0) 111 (48.7)
Caffeine
No (%) 55 (23.5) 56 (24.6)  0.7903*
Yes (%) 179 (76.5) 172 (75.4)
No. erosion
Mean+SD 45+3.2 4327 0.4464"
Score of erosion
Mean+SD 3.040.9 3.0+0.8 0.9959°
Redness: n (%)
None 49 (20.9) 55 (24.1)  0.4810*
Mild 137 (58.6) 117 (51.3)
Moderate 33 (14.1) 39 (17.1)
Severe 15 (6.4) 17 (7.5)
Edema: n (%)
Negative 111 (47.4) 96 (42.1)  0.2494*
Positive 123 (52.6) 132 (57.9)
Positive for H. pylori 102 (43.8) 96 (42.5)  0.7788*

*Chl -square test.
T test.
¥ Wilcoxon Rank-Sum test.
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o] 60.5% (138/228)%, dlut= e} FollA EAHoz =
A GeEbE(p<0.0001), 95% A F7He Zbzh 748~
85.1%, 54.2~66.9% A THFig. 1, Table 3). H. pylori 7+
A= WA AZAAY FEge gukzadt Fo] 88.2%
(90/102), FJEIY 0] 63.5% (61/96)%, HHtZ e F
A FAACE FostAl EUTHp <0.0001). H. pylori
H AR50 WA A A AME frasd s gnfzepzt 7o)
73.3% (96/131), EFJEIY 0] 57.7% (75/130)E, @|HI=Z
gzt oA BAASE Fo3tA EUTHp=0.0081)

41599 At A WA A HAMS
7o) 79.4% (166/209), FFJEI Y #

90 - 79.9* 79.4*
(187/234) (166/209)
80

70 - 60.5 60.2
(138/228) (124/206)

60
50
40
30 1
20+
10 4

Estimated improvement rate (%)

ITT analysis PP analysis

[] Revaprazan 200 mg q.d. HE Ranitidine 150 mg b.i.d.

Figure 1. Estimated improvement rates for subjects with re-
vaprazan 200 mg q.d. and ranitidine 150 mg b.i.d. at 2 weeks.
PP, per-protocol; ITT, intention-to-treat.

*p<0.0001, compared to ranitidine 150 mg b.i.d.

Table 3. Estimated Improvement Rate after 2 Weeks Treatment with Revaprazan 200 mg q.d. and Ranitidine 150 mg b.i.d.

Revaprazan 200 mg q.d.

Ranitidine 150 mg q.d.

A (Rev-Ran)  p-value*
n % n %
ITT (n) 234 228
Estimated improvement rate (%) 187 799 138 60.5 194 <0.0001
95% CI [74.8, 85.1] [54.2, 66.9] [11.2, 27.6]
95% LCB [12.5<]
PP (n) 209 206
Estimated improvement rate(%) 166 79.4 124 60.2 19.2 <0.0001
95% CI [74.0, 84.9] [53.5, 66.9] [10.6, 27.9]
95% LCB [12.0<]

ITT, intention-to-treat; CI, confidence interval, LCB, lower confidence bound.

*Chi-square test.
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Table 4. Estimated Improvement Rates according to Type of Treatment and H. pylori Status

Estimated improvement rate (%) at 2 weeks

H. pylori status Revaprazan 200 mg Ranitidine 150 mg p-value*
n % n %

ITT

H. pylori +ve 90/102 88.2 61/96 63.5 <0.0001
H. pylori -ve 96/131 73.3 75/130 57.7 0.0081
PP

H. pylori +ve 83/95 87.4 54/86 62.8 <0.0001
H. pylori -ve 83/114 72.8 70/120 58.3 0.0200

ITT, intention-to-treat.

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

ITT analysis
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Figure 2. The total score of subject symptoms before and after treatment with revaprazan 200 mg q.d. and ranitidine 150 mg b.i.d. at 2 weeks.

PP, per-protocol; ITT, intention-to-treat.
*p<0.05, compared to baseline in each group.

o] 60.2% (124/206)Z, elulZ e}z oA FA o2
A YRt (p<0.0001), 95% AT zHzh 740~
84.9%, 53.5~66.9% I THFig. 1, Table 3). H. pylori 7+
A5 YAIAY FEES dntzld To] 874%
(83/95), BFUEIH 0] 62.8% (54/86) =, #nlz ezt 749
A BAHSE FostAl =4 Thp<0.0001). H. pylori ¥l
s WAAA FELS duized FolA
72.8% (83/114), BFUEIY ol A 583% (70/120)Z, &=}
zept FoA FAZCE oAl =% THp=0.0200)

(Table 4).

mfr

Fol A ARk Fol 2 A%
2l #ol7h AL (p=0.6500),
F 7 e $AReE

o]3l 2po] S Ho|A] Ath(p=0.8151)(Fig. 2). 257+ A
ks ?042'& THE HZ“ e FEE(G50% ©
Ba&)& HasiE A3, ITT 244 gupzetzt

o] 66.7% (156/234) amam 0] 65.8% (150/228)%,
T Ztol] ZAFSRZ {3t zto]7) gl Thp=0.8420)
(Fig. 3). H. pylori TR A4S A4 fFE&2
gutz bz oA 70.6% (72/102), BUEY Tl A
70.8% (68/96) 2, F o+ 7toll BAZ O 2 F23F 2o]7}
AATH(p=0.9698). H. pylori PFIZFAAES] 4574 3
F FEeE gntzebd FolA 63.4% (83/131), BHYE
9 FAA 623% (81/130)0.2, T 7 ZH] EAHoZ
T3 2ol 7k LA TH(p=0.8605). PP &40l o7k A4z}
S A5 FEEG0% o MAdE)e Hntzezt &
°] 64.1% (134/209), BFIEID °] 67.5% (139/206)=,
T ol BAAHCE frofgt Zol7t 1A Th(p=0.4706)
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o 1001 [] Revaprazan 200 mg q.d. Table 5. Adverse Events to be Related to the Medication

2 904 Bl Ranitidine 150 mg b.i.d.

c T

% o] 1561234) 1501228 1341209) (130/206 R;(‘)’gplfszan Rf;(l)tliize Tou!

g 70 - ( ) ) ( ) ( ) m=251) (n=248) (n=499)

S 60

% g 50 Gastrointestinal

2 40- Postprandial fullness 1 (0.4%) - 1 (02%)

% 30 Psychiatric

§ 20- Drowsiness 1 (0.4%) - 1 (02%)

g 10 Body as a whole-general

2 0 : . Headache 1 (04%) 1(0.4%) 2 (0.4%)
ITT analysis PP analysis

Figure 3. Symptomatological improvement rates for subjects with
revaprazan 200 mg q.d. and ranitidine 150 mg b.i.d. at 2 weeks.

] O SlH = oA QIALA O o = A
ITT, intention-to-treat; PP, per-protocol. A A F E RN QA2 ARRlE
o] wisink #FH AT
(Fig. 3). H. pylori ZAAE9 A4S A5 FEge o z
gutz et FolX 684% (65/95), TTUEIY FollA
73.3% (63/86)%, =z 7]_01] 574]7‘40 09]—]_ -]_017]_ a]]j].ua].z]—({;’-"]ﬂ]-b“}\@)o )4:1 /\lxr,]okxt?l.@ 49_

ARt p=0.4753). H. pylori BIZF AR5 E4 A ZEH HolXNAAY ¢ A4 A5AZ 37k Aok
T FEEE gyt oA 60.5% (69/114), 2 E SZ, (F)FELEHANA AA Hx=2 ARt dut
o FoX 63.3% (76/12000. 2, F o o] EAHOR T 7)E v7lY A ZEE HI(HK'-ATPase)
ol gt ZFol7t gl th(p=0.6584). AAA A= D 7HdF 7)ol o) AikERlE =9

4. O|AMILS E 928 23 A (acid pump antagonist, APA)©]T}’
°ee AR 9 AFAIFNA Hold ikl A aRE
MG H7E ket B AL 4997 ol A F 129719 et o, 53] 2443 $Wf pH ®HsE B3 A4
o]grkgo] WASIATE o] Rk I W& #Hux AE AT, FoF 194 1~2417F Fof] 9] pHE 5 ©]
2k 7 2519 F 4970l A 764, SHHE Y I+ 2481 & F7HNA 7129 HIZFS A A Aol BlE)] oFadE
T 427l A 53100tk Elubz ezt 3 U EY o] 433 WE Row FAHUY
o] ol Aukg M EL 77} 19.5%9F 169% 2 LEFEO Az aﬂupa};&_g oA EH A & o9 9
H, F o el BAE F94e WAE}(p =0.4544). ©] o) Z2aEFdd Add #dste Ao FESA
= AgSy #HAgo] Je o]k YnpzeEd # AVA (COX-2)= u]%s}oq VEGF, IL-83% 28 A¥x
NA 3ARFED, S5, F5), EMEW ol A 14 5/ SeAS HAL GAlol A ST, A9 ES
(F&)°] LA THTable 5). °]52 F=Fofol W ARl Hupr g =} Hlwste] FF o] @547
AAIH #FoZ offi AHA glo] Al Tl BT & T3 AHGAE BE7)50] JE Aoz vEyng’
AU Fos o) duE2 dntzebzt 73 gy E Seol 579 B wad HZ FUolA sy
d oA 77} 37, 114 SAE A, 40 BF AE A= 3 e *FA%’M B, A9 WAAS FEE
by} #EAgo] gle Aoz AYEHT SHAF, o o] ITT &4 % PP Aol 4 42} 634%9} 55.6% ATt
&2 AAL ARAEGANA ddH R Fofd Wste & AMGANE BT iﬂJr“*" 7} A& A7} v =
ZHE| 2] Furh. dAste AL AR Hupzad Foll A o), $JAHEH] oA gl 9 E}xﬂi B3 §7E 54
= GPT A7}, = d Fo A= Z bilirubin i]7} ?:_‘ o e+ drtzabde fAraddE XsA 2 g
F Asete A%s oy dFoE F9F vt 43 95 1Y oz F3HH
T oYUt #upzepzt ol A GGT A 4% (20%) A BFAE gigoz AAG 24 YA HA F
o] g FAFAT =44 A% FUEH 150 mg 9] HEZ ekt 200 mge] WA F fFEAO] A AHE T
S DAl A Al ofgh HARA] oA S HA A Ad AEAD FUEHHREG 53 Ao 3ty
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o, Hr} Be AE oz A8H £%S H58
2 Sisel B AP SAA AU & ABS A

S A Hubzebde] FEA B RS Hrtst]
%’4*8}04 9 ABAR 9y AREHI e g4
A E ) 150 mg (1Y 23] $9)S U=
okoi Aol AFE 3ty & 5811 JIAES
BREQoH, 69He 238 7|7t F BAAAZE &
%EM ALeAaL, 52982 TE @ete] F 4607 9
%Eé‘}%ﬂﬂ Ag Aol et Al
° A W7+ SA% PP

, ol MEE FEAY MHAES B

0

7+

Atk 54 B37F 29, 13 Jrhasd 111*]73
FE&2 dutzepzt 73 FYEd Fo] ITT 49
A 242t 79.9%, 60.5%, PPE-21ol A 79.4%, 602% =, d
HZ ek To] FAHeR v«]%‘} ] %%«‘3} H. pylori
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ABSTRACT

Background/Aims: We performed a randomized, dou-
ble-blind, phase III, multicenter trial to assess the compar-
ative efficacy and safety of revaprazan, which is a novel
acid pump antagonist in comparison with ranitidine for
treating patients suffering with acute gastritis and acute
aggravation of chronic gastritis. Methods: Five hundred
and twelve subjects were randomized to 2 weeks of
treatment with either revaprazan 200 mg q.d. or ranitidine
150 mg b.i.d. The primary efficacy parameter was the
estimated improvement rate according to endoscopy, and
the secondary efficacy parameter was the improvement
rate for the subjects’ symptoms. Results: The estimated
improvement rates at 2 weeks (intention-to-treat analysis)
were 79.9% with revaprazan and 60.5% with ranitidine; a
significant difference was found between the two groups
(»<0.0001). On the per-protocol analysis, the estimated
improvement rates for revaprazan and ranitidine were
79.4% and 60.2%, respectively. There was a significant
difference in the estimated improvement rates between the
two groups (p<0.0001). On both analyses, there were no
significant differences between the two groups for the
improvement rates of the subjects’ symptoms. Both drugs
were well tolerated. Conclusions: The efficacy of revapr-
azan was higher than that of ranitidine for the estimated
improvement rate according to endoscopy and also for the
symptomatological improvement rate, and revaprazan was
well tolerated by the subjects suffering with gastritis.
(Korean J Gastrointest Endosc 2006;33:212-219)

Key Words: Revaprazan, Ranitidine, Gastritis, Clinical
Trial
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