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ABSTRACT

Introduction: Dyspepsia is a clinical problem of considerable magnitude for the healthcare system due to the high prevalence and chronic and
recurrent nature of symptoms. Earlier dyspepsia was referred to as a heterogeneous group of symptoms in the upper abdomen and retrosternal
which are related to ingestion of meals and include heartburn, regurgitation, epigastric pain, epigastric burning, postprandial fullness/distension,
early satiety, bloating, belching, anorexia, nausea, and vomiting. This has prompted the search for newer agents with equal efficacy but lower
side effect potential such as levosulpiride and itopride.

Aim and objectives: To evaluate and compare the efficacy of the newer drugs like levosulpiride and itopride in functional dyspepsia.
Observations and results: The most common presenting symptoms in the present study were epigastric fullness (81%), upper abdominal pain
(55%), early satiety (52%), and epigastric burning (45%). Less common symptoms were bloating (27%), belching (11%), heartburn (10%), and
nausea (8%).

Conclusion: Drugs, itopride and levosulpiride, were equally effective in ameliorating different symptoms of functional dyspepsia at the end
of 4 weeks of treatment. There was a significant reduction in mean global symptom score (GSS) and mean duration score and mean score of

severity in follow-up visits at the 2nd and 4th week from the day of presentation (p value < 0.05).
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INTRODUCTION

Dyspepsia is a clinical problem of considerable magnitude for the
health care system due to the high prevalence and chronic and
recurrent nature of symptoms.

Epidemiological surveys suggest that dyspeptic symptoms
have been reported to affect 10-45% of the general population
globally.?

Earlier dyspepsia was referred to as a heterogeneous group
of symptoms in the upper abdomen and retrosternal which are
related to ingestion of meals and include heartburn, regurgitation,
epigastric pain, epigastric burning, postprandial fullness/distension,
early satiety, bloating, belching, anorexia, nausea, and vomiting.

About 25% of cases having symptoms of dyspepsia do have
an underlying organic lesion in the upper gastroduodenal area,
gallbladder, or intestine, and are termed as organic dyspepsia.
However, about 75% of cases having dyspeptic symptoms do not
show any underlying organic lesion and are grouped as functional
dyspepsia.**

It was also suggested that symptoms be pooled into four
subgroups to reflect their most likely underlying pathophysiology,
thereby guide clinicians in their choice of therapy. The subgroups
were labeled as reflux-like, ulcer-like, dysmotility-like, and
unspecified (non-specified) dyspepsia.”

During the years, consensus committees like ROME Il (1999),
ROME Il (2006), and ROME 1V (2016) defined dyspepsia as upper
abdominal pain and discomfort centered in the upper abdomen
and discomfort includes all GI symptoms viz. distension, bloating,
early satiety, nausea, and burning. It laid down those symptoms
should be sufficient to be labeled as bothersome and are severe
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enough to impact normal routine activity. ROME IV also suggests
that symptoms of postprandial distress syndrome (PDS) and EPS
may coexist. There may be overlapping of symptoms like bloating,
belching, heartburn, and pain relief with defecation.’

Two categories have been defined:

+ Postprandial distress syndrome (PDS) includes patients having
postprandial fullness/distension and early satiety several times
per week for the last 3 months.

« Epigastric pain syndrome (EPS) includes epigastric pain and
burning not relieved by defecation, not generalized nor of the
chest or biliary origin.

- Genetic predisposition of patients of functional dyspepsia
is thought to be due to prevalence of same in first degree
relatives and documentation of polymorphism of G-protein
beta polypeptide.®®
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The use of prokinetic drugs and antisecretory drugs are
the common option for the treatment of functional dyspepsia.
Prokinetic drugs like metoclopramide, cisapride, and domperidone
enhance gastric emptying, prevent retention and reflux of
acid or food, and relieve symptoms of dyspepsia. However,
metoclopramide causes dystonic reactions and drowsiness,
while domperidone has been reported to cause galactorrhea and
gynecomastia.'® Cisapride has the potential to prolong the QT
interval in the electrocardiogram (ECG), and rare but serious cardiac
arrhythmias have been reported.''?

This has prompted the search for newer agents with equal
efficacy but lower side effect potential such as, levosulpiride:
levosulpiride is a benzamide derivative, also has a dual-mode
of action, D2 receptor antagonist, and 5HT4 (serotonin) agonist.
It was given in doses of 25 mg three times a day orally to
patients for 4 weeks in the present study. Levosulpiride is found
to accelerate gastric emptying and improve gastrointestinal
symptoms in patients with functional dyspepsia'>'* and diabetic
gastroparesis.””

Itopride: Itopride is a veratamide hydrochloride derivative. It
has a dual-mode of action as a D2 receptor antagonist and has
anticholinesterase activity. It was given in doses of 50 mg three
times a day before meals for 4 weeks in patients with functional
dyspepsia. The drug is well-tolerated and has minor adverse effects
like abdominal pain, diarrhea, and headache. It does not cross the
blood-brain barrier so does not have central nervous system (CNS)
effects like extrapyramidal symptoms or hyperprolactinoma. It does
not affect 5HT4 receptors on the heart; hence, no cardiac side effect
of the prolonged QT interval is seen.'®

Hence, the study was taken up with the aim, to evaluate and
compare the efficacy of the newer drugs like levosulpiride and
itopride in functional dyspepsia. To assess the number of patients
experiencing side effects on levosulpiride and in itopride. To assess
the recurrence of symptoms in functional dyspepsia after 1 month
of stoppage of the treatment.

MATERIALS AND METHODS

Arandomized comparative study was done in the Department of
Medicine, Mahatma Gandhi Hospital, Sitapura, Jaipur (Rajasthan)
from September 2016 to September 2017. Due approval of the
Institutional ethics committee of MGH Medical College was
taken before commencing the study also the informed consent
was taken from all patients. The study was conducted on 100
patients with functional dyspepsia coming to medicine and
gastroenterology OPD. The patients included were fulfilling the
following inclusion criteria of age ranging from 15-70 years, of
either sex, and were willing to participate in the study. Patients
having postprandial symptoms of dyspepsia for at least 3 months
like upper abdominal pain, burning, fullness/distension early
satiety, bloating, belching, nausea, and heartburn were included
in the study. The patients included were having a normal upper
gastrointestinal endoscopy and normal upper abdominal
ultrasound findings.

The patients who were excluded had some upper
gastrointestinal endoscopic findings in form of ulcers, erosions, etc.

Pregnant and lactating women, patients with any neuropsychiatric
manifestation. Patients already treated with drugs affecting
gastrointestinal motility. After informed consent, detailed history,
and physical examination, relevant baseline investigations were
done. The 100 patients were randomly divided into group | and
group ll. Randomization was done by computer-generated random
numbers.

Group | patients (50) were given itopride 50 mg thrice a day
before meals for a period of 4 weeks. While group Il patients (50)
were given levosulpiride 25 mg thrice a day before meals for a
period of 4 weeks.

The follow-up was done on day 15 and day 30 to assess response
to treatment. The treatment was then stopped for a period of 4
weeks in both group | and group Il patients.

Another follow-up was scheduled on day 60 to assess the
recurrence rate of the symptoms.

To assess the patients at each visit, the following scoring
systems'” were followed:

Global symptom score (GSS)—depending on the number of
symptoms, each complaint of patient per visit was given one score.

Score
Upper abdominal (epigastric) pain 1
Upper abdominal (epigastric) 1

burning

Postprandial distension
Early satiety

Bloating

Belching

Nausea

—_ = s A

Heartburn

Duration dependent (4-point score)

Score No. of days symptoms persist per
week

1 1-2 days

2 3-4 days

3 5 days

4 All days per week

Severity dependent (5-point global score)

Response to treat-
Score Severity ment
1 Very mild Symptom-free
2 Mild occur Markedly improved
3 Moderate Moderately im-
proved
Severe Not changed

Very severe Deteriorated
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The adverse effects which were to be looked upon on follow-up visits were as:

Adverse events Name of symptoms
GIT Abdominal cramps Loose stool Constipation Others
CNS Sleeplessness Vertigo Fatigue Headache Others
Hormonal Weight gain Galactorrhea Breast tenderness Hoarseness Others
Cvs ECG changes Arrhythmias Palpitation Others
Others Rashes Dry mouth Hypersalivation
Table 1: Effect of therapy on upper abdominal pain
Group | Group Il
Visit (in weeks) No. % No. % p value
0 Week 26 52 29 58 0.36 0.546
2 Weeks 4 8 1 2 1.89 0.169
4 Weeks 1 2 0 NA NA
8 Weeks 0 0 0 0 NA NA
Table 2: Effect of therapy on epigastric burning
Group | Group Il
Visit (in weeks) No. % No. % p value
0 Week 22 44 23 46 0.04 0.841
2 Weeks 4 8 3 6 0.15 0.695
4 Weeks 0 0 0 NA NA
8 Weeks 0 0 6 NA NA
Table 3: Effect of therapy on abdominal fullness
Group | Group Il
Visit (in weeks) No. % No. % p value
0 Week 40 80 41 82 0.06 0.799
2 Weeks 13 26 6 12 3.18 0.074
4 Weeks 1 2 0 NA NA
8 Weeks 0 0 5 10 NA NA
Table 4: Effect of therapy on early satiety
Group | Group Il
Visit (in weeks) No. % No. % p value
0 Week 27 54 25 50 0.16 0.689
2 Weeks 13 26 6 12 3.18 0.074
4 Weeks 2 4 0 NA NA
8 Weeks 3 6 4 NA NA

The statistical analysis was done by using mean and standard
deviation (SD) of global score and response to treatment score
was assessed at day 0, day 15, day 30, and day 60. Unpaired t-test,
child X-2, Mann-Whitney, ANOVA was used for statistical analysis.
A p value of <0.05 was considered statistically significant.

OBSERVATION AND RESULTS

In group |, only four patients (8%) at week 2 and only one patient
(2%) at 4 weeks had pain abdomen, whereas in group Il only one
patient (2%) at the 2nd week and none at 4 weeks had pain in the
abdomen. There was an insignificant difference in both groups of
patients who were not responding to treatment (p value 0.169)
(Table 1).

In group |, only four patients (8%) at 2 weeks and none patient
at 4 weeks had epigastric burning. While in group Il three patients
(6%) at the 2nd week and none at 4 weeks had epigastric burning.
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There was an insignificant difference in both groups of patients who
are not responding to treatment (p value 0.695) (Table 2).

In group |, 13 patients (26%) at 2 weeks and 1 patient (2%) at 4
weeks were having abdominal fullness. While in group Il, six patients
(12%) at the 2nd week and none at 4 weeks had abdominal fullness.
There was an insignificant difference in both groups of patients
who were not responding to treatment (p value 0.074) (Table 3).

In group 1, 13 patients (26%) at 2 weeks and 2 patients (4%) at
4 weeks were having persistent early satiety. While in group I, six
patients (12%) at the 2nd week and none at 4 weeks had persistent
early satiety. There was an insignificant difference in both groups
of patients who were not responding to treatment (p value 0.074)
(Table 4).

In group |, seven patients (14%) at the 2nd week and two
patients (4%) at 4 weeks had persistent PP bloating. While in group
Il, two patients (4%) at the 2nd week and none at 4 weeks had
persistent PP bloating. There is an insignificant difference in both

"
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Table 5: Effect of therapy on postprandial bloating

Group | Group Il
Visit (in weeks) No. % No. % p value
0 Week 14 28 13 26 0.05 0.822
2 Weeks 7 14 4 3.05 0.081
4 Weeks 2 4 0 0 NA NA
8 Weeks 1 2 0 0 NA NA
Table 6: Effect of therapy on postprandial belching
Group | Group Il
Visit (in weeks) No. % No. % p value
0 Week 3 6 8 16 2.55 0.110
2 Weeks 3 6 3 6 0.00 1.000
4 Weeks 0 0 0 0 NA NA
8 Weeks 0 0 0 0 NA NA
Table 7: Effect of therapy on heartburn
Group | Group Il
Visit (in weeks) No. % No. % p value
0 Week 3 6 7 14 1.78 0.182
2 Weeks 1 2 1 2 0.00 1.000
4 Weeks 0 0 0 0 NA NA
8 Weeks 0 0 0 0 NA NA
Table 8: Effect of therapy on nausea
Group | Group Il
Visit (in weeks) No. % No. % p value
0 Week 0 0 4 8 NA NA
2 Weeks 0 0 1 2 NA NA
4 Weeks 0 0 0 0 NA NA
8 Weeks 0 0 0 0 NA NA

groups of patients who were not responding to treatment (p value
0.081) (Table 5).

In group |, three patients (6%) at 2 weeks and none at 4 weeks
had persistent belching. While in group Il also, three patients (6%)
at the 2nd week and none at 4 weeks had belching. There is an
insignificant difference in both groups of patients not responding
to treatment (p value 1.000) (Table 6).

In group |, only one patient at 2nd week and none at 4 weeks
had heartburn. While in group Il also, one patient had heartburn
at the 2nd week and none had at 4 weeks. There is an insignificant
difference in both groups of patients not responding to treatment
(p value 1.000) (Table 7).

In group |, none had nausea at the 2nd and 4th week, while in
group llonly one patient (2%) had nausea at the 2nd week and none
at the 4th week. There is an insignificant difference (Tables 8 and 9).

Discussion

Functional dyspepsia is a common condition; symptomatic
improvement after prokinetic drug therapy may be incomplete and
obtained in about 60-80% of patients.'® This study was to evaluate
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and compare the efficacy of the newer drugs like levosulpiride and
itopride in functional dyspepsia.

In this study, a total of 132 patients were enrolled, out of which
100 patients (50 in group I and 50 in group 1), fulfilled the inclusion
and exclusion criteria and were included in the study. The mean
age of patients was 38 years and dyspeptic symptoms were less
prevalent in extremes of age. This finding is consistent with the
study done by Sati'® who also found functional dyspepsia common
in the age group of 18-60 years, mean age 37-38 years.

In our study, there was a male preponderance, 70 patients were
male and 30 patients were female. In contrast to this, a study done
by Sati'® observed a female preponderance, male:female ratio 1:2
in their study.

The most common presenting symptoms of our study were
upper abdominal pain, epigastric burning, abdominal fullness,
early satiety, and postprandial bloating while the fewer common
symptoms were belching, heartburn, and nausea.

Effect of Therapy on Upper Abdominal Pain

Asseenin Table 1, patients who were having upper abdominal pain
atinitial presentation (0 weeks) were 26 in group land 29 in group Il.
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Table 9: Adverse effects

Group | Group Il
GIT No. % No. %
Add. cramp 1 2 0 0
Loose motion 0 0 4 8
Constipation 1 2 0 0

Group | Group Il
CNS No. % No. %
Somnolence 0 0 0 0
Vertigo 0 0 4 8
Fatigue 0 0 0 0
Headache 0 0 1 2

Group | Group Il
Hormonal No. % No. %
Wt. gain 0 0 1
Galactorrhea 0 1
Breast 0 0 0 0
tenderness

Group | Group Il
Ccvs No. % No. %
Others 2 4 0 0
(allergic
reactions)

In group |, 22 patients (84.6%) at the 2nd week and 25 patients
(96.1%) at the 4th week were relieved of their pain abdomen. In
group I, 28 patients (96.3%) at the 2nd week and all 29 patients
(100%) at the 4th week were free of abdominal pain. The response
of therapy for upper abdominal pain at the 2nd and 4th week for
both groups | and Il are similar.

None patients had a recurrence of pain at the 8th week (after
4 weeks of stoppage of treatment). There is no recurrence of
abdominal pain after stoppage of treatment in both groups.

Effect of Therapy on Epigastric Burning
As seen in Table 2, 45 patients were having epigastric burning at
initial presentation, 22 in group | and 23 in group Il

In group |, 18 patients (81.1%) at the 2nd week and all 22
patients (100%) at the 4th week were free of epigastric burning.
None patients had a recurrence of epigastric burning at the 8th
week. In group Il, 20 patients (86.9%) at the 2nd week and all 23
patients (100%) at the 4th week were free of epigastric burning.
Three patients (13%) had a recurrence of epigastric burning at the
8th week. The response of therapy for epigastric burning at the 2nd
week (81 vs 86%) and 4th week (100 vs 100%) are almost similar in
both groups.

There is some difference in the recurrence in relation to
epigastric burning in two groups at the end of the 8th week. Three
patients (13%) in group Il had a recurrence of pain at the 8th week
and none in group .

Effect of Therapy on Postprandial Upper Abdominal
Fullness

As per Table 3, in our study, abdominal fullness was a common
symptom at initial presentation. Out of the 100, 81 patients had
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symptoms of abdominal fullness at 0 weeks, 40 in group | and 41
in group Il.

In group |, 27 patients (67.5%) at the 2nd week and 39 patients
(97.5%) at the 4th week were relieved of their abdominal fullness
and none patients had a recurrence of abdominal fullness at the
8th week. In group II, 35 patients (85.36%) at the 2nd week, and all
41 patients (100%) had their abdominal fullness at the 8th week.
The response of therapy for upper abdominal fullness at the 2nd
week (67.5% vs 85%) and 4th week (97.5% vs 100%) in group | and
group ll, respectively.

None patients in group | and five patients (12.5%) in group I
had a recurrence of abdominal fullness at the 8th week, 4 weeks
after stopping the treatment.

Effect of Therapy on Early Satiety

As per Table 4, 52 patients presented with symptoms of early satiety,
27 in group | and 25 in group II.

In group |, 14 patients (51.85%) at the 2nd week and 25 patients
(92.5%) at the 4th week improved and 3 patients (11%) have a
recurrence of early satiety at the 8th week. In group Il, 19 patients
(73.09%) at the 2nd week and all 25 patients at the 4th week had
improvement and 2 patients (8%) had a recurrence of early satiety
at the 8th week. Response for the amelioration of early satiety was
comparable in both groups I and Il after treatment at the 4th week
(92% vs 100%), respectively.

There was a recurrence of symptoms of early satiety after
stoppage of treatment at the 8th week, three patients (6%) in group
I and two patients in group Il.

Effect of Therapy on Postprandial Bloating

Out of a total of 100 patients, 27 patients were having postprandial
bloating at presentation, 14 in group | and 13 in group Il (Table 5).

In group |, 7 patients (50%) at the 2nd week and 12 patients
(85%) at the 4th week were relieved of bloating and 1 patient (7%)
had arecurrence of bloating at the 8th week. In group I, 11 patients
(84.6%) at the 2nd week and all 13 patients (100%) at the 4th week
were relieved of bloating and none had a recurrence of bloating at
the 8th week. The response of therapy to both groups of patients
I and Il at the 4th week was 85 vs 100%. Only one patient had a
recurrence of PP bloating after stoppage of treatment at the 8th
week and none had a recurrence in group Il

Effect of Therapy on Belching

As per Table 6, three patients (6%) in group | and eight patients
(16%) in group Il were having to belch at presentation.

In group |, no patient (0%) at the 2nd week and all patients
(100%) at the 4th week were relieved of belching and none had
a recurrence of belching at the 8th week. In group I, five patients
(62.5%) at the 2nd week and all patients (100%) at the 4th week
were relieved of belching and none had a recurrence of belching
at the 8th week.

Effect of Therapy on Heartburn

As per Table 7, in our study, 10 patients presented with heartburn
along with other symptoms, 3 patients (6%) in group land 7 patients
ingroup Il.

In group |, two patients (66.6%) at the 2nd week and all three
patients (100%) at the 4th week were relieved of heartburn and
none patient had a recurrence of heart at the 8th week. In group Il
six patients (85%) at the 2nd week and all seven patients (100%) at
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the 4th week were relieved of heartburn 4 weeks after stoppage
of treatment.

Effect of Therapy on Nausea

As per Table 8, four patients presented with nausea, none in group
land 4 in group Il

In group 1, all four patients (100%) were relieved of nausea at the
2nd week and remain relieved at the 4th and 8th week. There was
no recurrence of nausea 4 weeks after the stoppage of treatment
in both groups.

Adverse Effects Noted in the Study

Table 9 shows in group | (patients taking itopride) only four patients,
had adverse effects. Abdominal cramps and constipation in one
patient each, two patients had an allergic reaction in the form of
itching in whom drugs were stopped. While in group Il (patients
taking levosulpiride) 13 patients had adverse effects such as loose
motion and obsolescence, in 4 patients each. Less common adverse
effects noted were headache, weight gain, and galactorrhea.

In our study, extrapyramidal side effects (EPS) have not been
reported in any case in both groups. No case of QT prolongation
or an episode of arrhythmia has been reported with itopride and
levosulpiride.

In a study done by Corrazza® et al., tolerability of levosulpiride
was assessed in 840 patients with dyspepsia. The incidence of
adverse events was 11%. Drowsiness was the most frequent so
sedation as adverse events (2.5%), which was not seen in our study.

Levosulpiride may elevate prolactin levels >200 mg/mL in
patients and subsequently cause galactorrhea and menstrual
abnormalities in patients, as reported by Kuchay and Mithal in
2017,2" which is similar to our study where we have observed
galactorrhea in few patients.

In our study, we have not encountered any such patients with
hemichorea/parkinsonism/orincrease prolactin levels with the use
of levosulpiride while in contrast hemichorea was reported with the
use of levosulpiride, in 2016 by Mathew.?

Sati in 2010' observed aphthous ulcer and constipation as
an adverse effect in few patients taking itopride. Gerald Hotman
et al. in 2006° observed abdominal pain, diarrhea, nausea, and
constipation are the most common adverse effect with the use
of itopride.

Recurrence of Symptoms

After 4 weeks, treatment was stopped and follow-up was done at
the 8th week. Four patients had a recurrence of symptoms at the
8th week in group |. Ten patients had a recurrence of symptoms at
the 8th week in group Il. No patients had GSS >4 in group IV and
group ll, respectively.

Most of the findings in our study are comparable with other
studies in which levosulpiride consistently showed statistical and
clinical superiority over placebo and other prokinetic drugs in
reducing the symptoms.

A study done by Arienti et al.? revealed similar efficacy in the
patients treated with levosulpiride and domperidone. Two studies
(Mansi et al.?* and Mangiameli et al.?®) done on symptomatic
patients with diabetic gastroparesis showed that levosulpiride was
significantly superior to placebo in improving dyspeptic symptoms
such as nausea, upper abdominal discomfort, and vomiting.

In another study done by Corrazza and Tonini,2° where a total
of 1,818 patients were included, 676 were given levosulpiride. The
drug was effective in a dose of 25 mg TID oral in improving Gl

symptoms compared with placebo and other prokinetic drugs. At
this dosage, levosulpiride was more effective than arecommended
oral dose of domperidone and metoclopramide.

In a study conducted by Mangiameli et al.,?® there was a
significantimprovement in abdominal fullness, belching, and other
global symptoms in patients who were administered levosulpiride
or domperidone regarding postprandial bloating and epigastric
pain, an improvement was seen more in the levosulpiride group,
while nausea and heartburn improved more in domperidone group.

In another study by Distrutti et al.?® done on functional
dyspepsia, oral administration of levosulpiride in a dose of 25 mg
TID oral for 4 weeks notable ameliorated dyspeptic symptoms and
was found to be significantly effective (p < 0.05) in reducing nausea,
upper abdominal pain, abdominal fullness, and early satiety.

In another study, by Mohanan and Sankaran?’ of 31 patients,
each levosulpiride was significantly better than placebo at 2 and 4
weeks of treatment (<0.001).

Lozana et al.'® in a multicenter study in 342 patients showed
that with use of levosulpiride in patients of functional dyspepsia
decrease in 50% of GSS at the 2nd week and >80% at the 4th week.
Levosulpiride was effective significantly in reducing symptoms.

Yang et al. in randomized controlled trial?® showed that
metoclopramide, domperidone, mosapride, trimebutine showed
a better effect in patients of functional dyspepsia than itopride
and acotiamide.

Hassan et al.? in his original research article compared the
efficacy and safety of levosulpiride and itopride in patients with
gastroesophageal reflux disease. He observed levosulpiride
superior to itopride in terms of early effects and better quality of
life in these patients.

Most of the findings in our study are comparable with other
studies in which itopride consistently showed statistical and clinical
superiority over placebo and other prokinetic drugs in reducing
the syptoms.

Sati'® found itopride significantly better in lowering symptom
scores over placebo 9.3 vs 14.4 (p value 0.0004) in patients having
predominantly bloating and fullness.

One large series by Holtmann et al.>” observed that itopride
shows significant improvement in patients with dyspepsia.

Huang et al.3! in meta-analysis in the world journal of
gastroenterology concluded that itopride is effective in postprandial
fullness and early satiety as shown in global patient assessment.
Talley et al.3? did not find any difference in response rate between
itopride and placebo. Kasinenko and Denisovnl found itopride
effective and well-tolerated in Russian patients. Dite and Rydio
reported itopride is a good drug with dual effects in the treatment
of dysmoatility including functional dyspepsia.

Kamiya et al.” found itopride effective in patients of functional
dyspepsia when compared with rabeprazole.

|30

SumMARY AND CONCLUSION

It is the most frequently presented complaint in day-to-day
medical practice based on the diagnostic criteria for functional
dyspepsia, Dyspepsia symptoms include epigastric burning,
postprandial fullness, early satiety, and bloating, belching, nausea,
and heartburn. Apart from the use of antisecretory drugs, various
prokinetics have been used frequently for the management
of functional dyspepsia and other motility disorders including
gastroparesis, emesis, and IBS. This study demonstrates the efficacy
and tolerability of two prokinetics, itopride and levosulpiride in
patients of functional dyspepsia.
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In this study, the most common presenting symptoms in the
present study were epigastric fullness (81%), upper abdominal
pain (55%), early satiety (52%), and epigastric burning (45%). Less

cisapride and food and drug administration regulatory actions. The.
American journal of gastroenterology 2001;96(6):1698-1703. DOI:
10.1111/j.1572-0241.2001.03927.x.

common symptoms were bloating (27%), belching (11%), heartburn 13. Arlen.tl V, Corazza GR, Sorge M,.et z?l. The effects of Ievos.ulp|r.|de of
gastric and gall-bladder emptying in functional dyspepsia. Aliment
(10%), and nausea (8%). .3(6): . ;
- . . X Pharmacol Ther 1994;8(6):631-638. DOI: 10.1111/j.1365-2036.1994.
Both drugs, itopride and levosulpiride, were equally effective 00341 .x.
in ameliorating different symptoms of functional dyspepsia at the 14. MansiC,BorroP,GiacominiM, etal. Comparative effects of levosulpiride
end of 4 weeks of treatment. There was a significant reduction in and cisapride on gastric emptying and symptoms in patients with
mean GSS and mean duration score and mean score of severity functional dyspepsia and gastroparesis. Aliment Pharmacol Ther
in fo”ow_up visits at the 2nd and 4th week from the day of 2000;14(5):561-569. DOI: 101046/]1365'2036200000742X
presentation (p value < 0.05). 15. Iwanaga Y Kimura T., M‘iy-a'shita N., et ajml. Characterization of
Only four patients (8%) taking itopride suffered adverse effects acetylcholinesterase-inhibition Py itopride. Japan J Pharmacol
. . . . . 1994;66(3):317-322. DOI: 10.1254/jjp.66.317.
such as abdominal cramp and constipation were seen in one patient L )
. . . A 16. Banka NH. Role of prokinetics in dyspepsia. Gastroenterol Today
each and in two patients itopride had to be stopped because of 2003:7(1):1-4.
allergic rash. Thirteen patients (10%) taking levosulpiride showed 17. Kamiya T, Shikano M, Kubota E, et al. A multicenter randomized trial
adverse reactions such as loose motions (4), somnolence (4), two comparing rabeprazole and itopride in patients with functional
had vertigo and one each presented with headache, weight gain, dyspepsia in Japan: the NOGOYA study. J Clin Biochem Nutr
and galactorrhea. In the present study, none of the patients had 2017;60(2):130-135. DOI: 10.3164/jcbn.16-106.
EPS (extrapyramidal side effects) nor had an episode of arrhythmia 18- Lozana R, Concha MP, Montealeague A, et al. Effectiveness and
or prolongation of QT interval. Zafety of I_evo;;llpn'glg |nRt_hEt{:atmen;gég.);s(:r;ﬂt::gyglgfelfﬁr;)cg?z;a}
During the follow-up at the 8th week, it was observed that 4 tc{:ﬁ;gé;aé 1 Vfgr in Risk Manag DR o
patients had a recurrence of symptomsin group land 10ingroup 19 caiis. Di‘gés't Endos 2010:1(4):171-175.
Il It is thus concluded that both itopride and levosulpiride are an 20. Corrazza GR, Tonini M. Levosulpiride for dyspepsia and emesis. Clin
effective alternative to each other in the treatment of patients with Drug Investig 2000;19(2):151-162. DOI: 10.2165/00044011-200019020-
functional dyspepsia for 4 weeks of duration. Both itopride and 00008.
levosulpiride are well-tolerated. 21. Kuchay MS, Mithal A. Levosulpiride and serum prolactin levels. Indian
J Endocrinol Metab 2017;21(2):355. DOI: 10.4103/ijem.IJEM_555_16.
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