2000 ; 6 : 222-230

= Abstract =
Efficacy of Cisapride in Patients with Functional Dyspepsia Resistant to
Dopamine Antagonists
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Background/Aims. Prokinetics are commonly used for the treatment of functional dyspesia, but their methods
of action are different. Frst, we compared the efficacy and safety of the dopamine receptor antagonists, which
were domperidone maeate and levosulpiride, in a 2 week trestment in functiond dyspepsia, then investigated the
efficacy and safety of cisapride tartrate in a 2 week treatment in those who were resistant to domperidone maleate
or levosulpiride. Methods: One hundred Forty-nine patients, who were diagnosed with functiond dyspepsia, were
selected. The subjects were randomly divided into two groups, domperidone maleste (75) and levosupiride (74).
Daily they took 30mg of domperidone mdeate (DOM) or 75mg of levosulpiride (LEV) for 2 weeks. Then the
subjects who didn't respond to these treaments took 30mg of cisapride tartrate for the following 2 weeks.
Reaults At week O, the totd symptom scores of the DOM group and LEV group were 801+ 257 and 814+
2.65 respectively, which were not stdisticaly different. At week 2, the total symptom scores of the DOM and
LEV groups were significantly reduced to 4.28+ 3.30 and 4.85+ 3.53(p=0.0001). The efficacy rates of the DOM
and LEV groups a wesk 2 were 50.8% vs. 44.1%. The rate of adverse events in the LEV groups was much
higher than in the DOM group(17.7% vs. 8.0%). In addition the rate of change from normd to abnomd in
prolactin levd was markedly higher in the LEV than that of the DOM group(80.0% vs. 8.3%). After 2 weeks of
trestment with cisgoride tartrate, the totd symptom score wes significantly reduced to 3.77+ 2.49(p=0.0001), and
the efficacy rate was 75.0%. The satisfaction of the resistant subjects in efficacy of cisapride compared with the
previous treatment was 73.3%. The rate of adverse events of cisgpride tartratle was 5.0%. Conclusons
Considering efficacy and safety of domperidone maleate and levosulpiride, domperidone maleste was the safer drug
for the treatment of functionad dyspepsia and cisgpride tartrate can be a useful drug in those patients who are
resstant to dopamine antagonists like domperidone maleate and levosulpiride.
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Fig. 1. Symptom scores of the DOM and LEV groups
a weesk 0.
There were no datistical differences in 6 dy-
smoatility-like dyspeptic symptoms between the
DOM and LEV group a& week O.
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Table 1. Subject Demographics
LEV(n=74) DOM(n=75) p-vadue

Age 427+ 11.8 43.0+ 11.8 0.187
(yr, meant SD)

Sex 77.0% 747% 0736
(Femde ratio)

S history 611+ 754 581+ 687 0802

(Month, meant S.D)
LEV, levosulpiride

; DOM, domperidone

2. DOM LEV

DOM 67 ( 10.7%), LEV
68 ( 8.1%) . 2 DOM
LEV
DOM 0.19+
0.03+ 0.17
(p=0.019) LEV
0.12+ 053
(Fig. 2).
44.1%

0.54
0.24+ 0.66

2 DOM 50.8%, LEV

DOM LEV 50.0%

DOM
8.44+ 2.49
LEV
6.83+ 1.77,

7.39% 2.43,
(p=0.085)

9.11+ 2.70
(p=0.0001).
DOM
17.7% 2

(Table 2). ,
prolactin

8.0% LEV

LEV 80.0%, DOM 8.3%
domperidone levosulpiride
prolactin

E week0
B week2

LEV DOM

Fig. 2. Comparison of vomiting symptoms in DOM and
LEV groups a week 0 and 2.
Only the DOM group showed significant impr-
ovement in vomiting(p=0.019).
LEV, levosulpiride ; DOM, domperidone

Table 2. Percentage of Patients Experiencing Adverse
Events in Each Treatment Groups

LEV DOM CIST
(n=74) (n=75) (n=60)
Gl tract 10.9% 8.0% 6.5%
-Epigadtric discomfort  2.7%
-Epigastric soreness 2.7% 4.0% 3.3%
-Abdomind pain 17%
-Diarhea 4.1% 2% 17%
-Congtipation 14%
-Nausea 1.3%
Endocrine 4.1% 13% %
-Gdactorrhea 2.1% 13%
-Mengtruation 14%
Cthers 2.7% % %
-Angioedema 14%
-Heedache 14%
Totd AE rae 17.7% 8.0% 50%
(No. of sub.) (13/74) (6/75) (3/60)

LEV, levosulpiride
CIST, cisgpride

; DOM, domperidone ;
; AE, adverse efect
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