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Background/Aims: Sulglycotide is a non-systemic drug, used in the treatment of peptic ulcer and gastritis. The aim of this study was
to assess the therapeutic effect and safety of Gliptide (sulglycotide 200 mg) in comparison with Mucosta (rebamipide 100 mg) for
treatment of gastritis.

Materials and Methods: Two hundred and three symptomatic patients with erosive gastritis at endoscopy were randomized to re-
ceive sulglycotide or rebamipide for four weeks. Therapeutic effects of the drugs for gastritis were evaluated by follow up endoscopic
scoring systems and clinical symptoms. We also sought possible adverse effects of the two drugs.

Results: Gliptide (sulglycotide) and Mucosta (rebamipide) treatment in symptomatic gastritis resulted in endoscopic improvement
rates of gastritis by 52.0%, 60.6% in intention-to-treat (ITT) analysis, 53.4%, 61.1% in per protocol (PP) analysis, which means
therapeutic effects was not different between the two groups. The symptom improvement rates in the sulglycotide and rebamipide
treated group were 57.3%, 57.5% in ITT analysis, 54.7%, 58.8% in PP analysis, which mean statistically no significant difference
between the two groups. Endoscopic findings such as cure rates of erosion, edema, improvement rates of redness, hemorrhage were
not significantly different between the two groups. No statistical significant differences were observed for adverse events between
the two groups. The results of 95% CIs for the difference in endoscopic improvement rate and symptom improvement rate met the
criteria for the non-inferiority of sulglycotide to rebamipide.

Conclusions: These results demonstrate that Gliptide (sulglycotide) was not inferior to Mucosta (rebamipide) for endoscopic and
symptomatic improvements for symptomatic erosive gastritis. (Korean J Helicobacter Up Gastrointest Res 2013;13:173-181)
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Characteristic Gliptide (n=98) Mucosta (n=99) Total (n=197) Pvalue
Sex 0.393*
Male 30 (30.6) 36 (36.4) 66 (33.5)
Female 68 (69.4) 63 (63.6) 131 (66.5)
Age (yr) 50.0+11.5 49.8+13.3 49.9+12.4 0.923
Score of erosion 0.767%
Grade 1 0 (0.0) 0 (0.0) 0 (0.0)
Grade 2 40 (40.8) 45 (45.5) 85 (43.2)
Grade 3 23 (23.5) 23 (23.2) 46 (23.4)
Grade 4 35 (35.7) 31 (31.3) 66 (33.5)
Grade 3.0+0.9 2.9+0.9 2.9+0.9 0.469°
Systemic organic disease 0.165"
Existence 58 (59.2) 68 (68.7) 126 (64.0)
None 40 (40.8) 31 (31.3) 71 (36.0)
Combined medication 0.397%
Existence 31 (31.6) 37 (37.4) 68 (34.5)
None 67 (68.4) 62 (62.6) 129 (65.5)

Values are presented as n (%) or mean=SD.
ITT, intention-to-treat.
*Chi-square test, "unpaired t-test.
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Fig. 1. Estimated improvement rates of erosive gastritis in
intention-to-treat (ITT) and per protocol (PP) analysis among
patients treated with Gliptide and Mucosta for 4 weeks. There is no
significant difference between both group in ITT and PP analysis.
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Fig. 2. Estimated cure rates of erosive gastritis in intention-to-treat
(ITT) and per protocol (PP) analysis among patients treated with
Gliptide and Mucosta for 4 weeks. There is no significant difference
between both groups in ITT and PP analysis.
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Fig. 3. Estimated cure rates of edema in intention-to-treat (ITT) and
per protocol (PP) analysis among patients treated with Gliptide and
Mucosta for 4 weeks. There is no significant difference between both
groups in ITT and PP analysis.
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Fig. 4. Estimated improvement rates of redness in intention-to-treat
(ITT) and per protocol (PP) analysis among patients treated with
Gliptide and Mucosta for 4 weeks. There is no significant difference
between both groups in ITT and PP analysis.

FAERE 58.8% (50/85T) 05 oF o 71| frelet Ajo]
o P=0.582, Fig. 6).

rlr

A

3. HESY ¥

Aote] 7 Akl PP BA0] gl ot vesA
AR, Ao 95% A7 BRI W]eisA
AR —20% (5202)% Zaile] Feeol=te] A
A IR A2 B4 I, W fatge] Palket
2 o] W5 BRMBick Table 2),

e
o
>

X

b
~

o
g

%

J
N

HARE oVRESZ ITT HVaAt
20278 7R 227gllA 2074 WAgsto] o ks ' Sele

177



Korean ] Helicobacter Up Gastrointest Res: Vol 13, No 3, September 2013

< 1007 3 cliptide (suglycotide)
o 901 [EE Mucosta (rebamipide)
8 80
= P=0.891 P=0.926
E 707 61.9
-2 60.0 R
_qc) 60 - 57.9 59.3
5 50-
Qo
S 40
& 30
£
o 20
o
g 10 -
£ . .
ITT PP

Fig. 5. Estimated improvement rates of hemorrhage in intention-
to-treat (ITT) and per protocol (PP) analysis among patients treated
with Gliptide and Mucosta for 4 weeks. There is no significant di-
fference between both groups in ITT and PP analysis.

Table 2. Analysis of Non-inferiority in ITT and PP Analysis
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Fig. 6. Estimated improvement rates of individual symptoms in
intention-to-treat (ITT) and per protocol (PP) analysis among pa-
tients treated with Gliptide and Mucosta for 4 weeks. There is no
significant difference between both groups in ITT and PP analysis.

Gliptide Mucosta Gliptide-Mucosta
ITT analysis
Improvement rate of erosion 52.0 (42.2,61.9) 60.6 (51.0, 70.2) —8.6 (—20.2, )
Improvement rate of symptoms 57.9 (47.4, 67.2) 57.5 (47.5, 67.4) —0.2 (—14.2,13.9)
Cure rate of erosion 43.9 (34.1,53.7) 53.5 (43.7, 63.4) —9.7 (—23.6,4.2)
Cure rate of edema 79.0 (60.6, 97.3) 79.2 (62.9, 95.4) —0.2 (—24.7,24.3)
Improvement rate of redness 43.1 (29.5, 56.7) 44.6 (31.6,57.7) —1.5(—20.3,17.3)
Improvement rate of hemorrhage 61.9 (41.1, 82.7) 60.0 (42.5, 77.5) 1.9 (—15.3,29.1)
PP analysis
Improvement rate of erosion 53.4 (43.0, 63.8) 61.1 (51.0, 71.2) —7.7 (—19.9, =)
Improvement rate of symptoms 54.7 (44.1, 65.2) 58.8 (48.4, 69.3) —4.2 (—19.0, 10.7)
Cure rate of erosion 45.5 (35.1,55.9) 53.3 (43.0, 63.6) —7.9 (—22.5,6.8)
Cure rate of edema 82.4 (64.2, 100.0) 86.4 (72.0, 100.0) —4.0 (—27.1,19.1)
Improvement rate of redness 46.7 (32.1,61.2) 45.1 (31.4, 58.8) 1.6 (—18.4,21.5)
Improvement rate of hemorrhage 57.9 (35.7, 80.1) 59.3 (40.7, 77.8) —1.4 (—30.3,27.6)
Values are presented as percentage (95% CI).
ITT, intention-to-treat; PP, per protocol.
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Table 3. Incidence of Adverse Events (ITT)

Gliptide (n=100)

Mucosta (n=102)

All AFs Related All AFEs Related
Gastrointestinal disorders 4 (4.00), [4] 2 (2.00), [2] 2 (1.96), [4] 2 (1.96), [4]
Constipation 1 (1.00), [1] - - -
Dyspepsia - - 1 (0.98), [1] 1 (0.98), [1]
Abdominal discomfort - - 1(0.98), [1] 1 (0.98), [1]
Duodenal polyp 1 (1.00), [1] - - -
Dry mouth - - 1 (0.98), [1] 1 (0.98), [1]
Epigastric discomfort - - 1(0.98), [1] 1(0.98), [1]
Abdominal distension 1 (1.00), [1] 1 (1.00), [1] - -
Diarrhea 1 (1.00), [1] 1 (1.00), [1] - -
Infections 3 (3.00), [3] - 3 (2.94), [3] -
Nasopharyngitis 3 (3.00), [3] - 2 (1.96), [2] -
Herpes simplex - - 1(0.98), [1] -
Skin disorders 1 (1.00), [2] - 1 (0.98), [1] -
Acne - - 1 (0.98), [1] -
Rash 1 (1.00), [1] - - -
Skin wrinkling 1 (1.00), [1] - - -
Musculoskeletal disorders 1 (1.00), [1] - 1 (0.98), [1] -
Temporomandibular joint syndrome - - 1 (0.98), [1] -
Arthralgia 1 (1.00), [1] - - -
Reproductive system disorders - - 1(0.98), [1] -
Genital discharge - - 1(0.98), [1] -
Hepatobiliary disorders - - 1(0.98), [1] -
Hepatic steatosis - - 1(0.98), [1] -
Injury, poisoning and procedural complications 1 (1.00), [1] - - -
Traffic accident 1 (1.00), [1] - - -
Nervous system disorders - - 1 (0.98), [1] -
Headache - - 1 (0.98), [1] -
Respiratory disorders - - 1 (0.98), [1] -
Cough - - 1 (0.98), [1] -
Vascular disorders - - 1 (0.98), [1] -
Varicose vein - - 1 (0.98), [1] -
Urinary disorders 1 (1.00), [1] - - -
Hematuria 1 (1.00), [1] - - -
Total 11 (11.00), [12] 2 (2.00), [2] 12 (11.76), [14] 2 (2.00), [4]

Values are presented as n (%), [case].

ITT, intention to treat; AEs, adverse effects; Related, treatment related side effect; N, number of the patients; case, total number of adverse effect.
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