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ABSTRACT

Objective: The aim of this study is to compare the efficacy of oral ondansetron with oral domperidone in reducing
vomiting in children with acute diarrhea.

Study Design: Randomized control trial

Place and Duration:The study was conducted atChildren Medical Center (CMC) / Dr Habibun Nabi Children
Hospital, Airport Road Mingora Swat and Paediatrics department of Central Park Teaching Hospital, Lahore
during the period fromJanuary 2020 to September 2020.

Methods: Total one hundred and fifty children with ages 1-7 years were presented in this study. Children had
diarrhea and vomiting from the last 24-48 hours. Informed written consent was taken from guardians for detailed
demographics age, sex, weight, height and residency were calculated. Children were equally split into two groups.
Group A received 0.15 mg/kg oral ondansetron with 75 children and group B received 0.5 mg/kg oral
domperidone with 75 patients. Post treatment blockage of vomiting was observed after 12-24 hours. SPSS 24.0
version was used to analyze all data.

Results: Majority of the patients were males 45 (60%) in group A and 42 (56%) in group B while rest were
females 30 (40%) in group A and 33 (44%) in group B. Mean age of the patients in group A was 4.3 +2.17 years
and in group B mean age was 3.08+6.88 years. Mean weight of the patients were 15.07+8.23 kg and 15.02+3.09
kg in group A and B respectively. In group A mean height was 98.07+11.14 cm and in group B mean height was
97.67+18.24 cm. After 12 hours vomiting stopped in group A was 61 (81.3%) and 54 (72%) patients in group B.
Efficacy after 24 hours were significantly higher among patients of group A in 69 (92%) children as compared to
group B in 60 (80%) cases with p value < 0.05.

Conclusion: In this study we concluded that for reducing vomiting in children with acute diarrhea use of oral

ondansetron was effective and useful as compared to oral domperidone.
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INTRODUCTION

Acute Gastroenteritis (AG) is a leading cause of vomiting in
children and one of the leading causes of hospitalization
under the age of three years. In the United States, 1.5
million children under the age of 5 are diagnosed with AG
each year, and 13% of these children are hospitalised [1].
Esophagitis, gastroenteritis, and a variety of digestive
system illnesses are the leading causes of hospitalisation
in children in ltaly [2]. WHO, the AAP, and the European
Society of Paediatric Gastroenterology, Hepatology, and
Nutrition (ESPGHAN) working group and the Cochrane
Library database suggest the use of ORT for mild to
moderate gastroenteritis and rapid realimentation.

Vomiting is a common symptom in the early stages of
viral Gastroenteritis. As a result, 75 percent of children
infected with rotavirus during the first 1 to 3 days of illness
experience recurrent vomiting [6]. There are no current
guidelines for the treatment of vomiting in children with
acute gastroenteritis (AG) [3]. It is also important to note
that vomiting isn't just a direct cause of fluid loss, but it can
also hinder oral rehydration therapy (ORT). Many doctors
believe vomiting is a contraindication to ORT. Intravenous
fluid therapy (IVT) is the preferred treatment for mild to
moderate dehydration in paediatric patients in the

emergency department [7,8]. IVT use might be significantly
reduced if effective treatment of vomiting could be achieved
with antiemetic drugs and their therapeutic application.
Children with gastroenteritis have been treated with a
variety of antiemetic medications to help them avoid or
lessen vomiting [9]. Dopamine antagonists, phenothiazines
disrupt the chemoreceptor trigger zone in the central
nervous system. Opiates, general anaesthetics, and
cytotoxics, to name a few, can all cause nausea and
vomiting, that is why these medications are commonly used
to treat or prevent it. Phenothiazines can cause severe
dystonic responses, especially in youngsters.

In the treatment of vomiting in children, the anti-
emetic metoclopramide has been found to be effective.
Ondansetron (81 percent) and metoclopramide (72
percent) were found to be equally effective in halting
vomiting in a research assessing their therapeutic efficacy.
9 Researchers observed that metoclopramide was linked to
drowsiness, aggression, and extrapyramidal reactions in
some studies. [10,11] However, it is possible that these
side effects are due to the dosage utilized; this is still up for
debate.

To treat vomiting caused by chemotherapy,
radiotherapy, or surgery, ondansetron has been frequently
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utilized. Ondansetron's use in paediatric ERs for AGE-
related vomiting is increasing, according to recent studies.
[12,13] Compared to placebo, ondansetron increased the
likelihood of vomiting cessation up to one hour after drug
administration, according to a new meta-analysis, but there
was no difference between the groups after four, 24 and 48
hours. Ondansetron reduced the likelihood of oral
rehydration therapy failure and reduced the risk of
hospitalization when compared to placebo. An ondansetron
research in the United States and Canada revealed that 86
percent of physicians advised its usage, citing its
effectiveness in enhancing ORT success and its fair cost
as the reasons. [14]

Purpose of this study is to compare the efficacy of
oral ondansetron with oral domperidone in reducing
vomiting in children with acute diarrhea.

MATERIAL AND METHODS

This Randomized control trial was conducted at Children
Medical Center (CMC) / DrHabibunNabi Children Hospital
Airport Road Mingora Swat and Paediatricsdepartment of
Central Park Teaching Hospital, Lahore during the period
fromJanuary 2020 to September 2020 and consisted of 150
children. Informed written consent was taken from
guardians for detailed demographics age, sex, weight,
height and residency were recorded. Children had renal,
liver diseases, congenital heart disease, malignancy,
immune deficiency and those did not give any written
consent were excluded from this study.

This study included children who experienced
diarrhoea in the previous 24-48 hours and were presented
to the researchers. Patients in Group A received 0.15
mg/kg oral ondansetron, while patients in the Group B
received 0.5 mg/kg oral domperidone, for a total of 75
participants. The research medicines were administered to
both groups while they were in the ED. If a child
experienced an acute episode of vomiting after receiving
the medicine, a second dose of the prescribed antiemetic
was administered within 15 minutes. Children were allowed
to drink any liquid they desired for the first 30 minutes after
receiving the medication was administered. Following the
administration of the prescribed medication, the children
were monitored for 12 hours. After the children had been
vomiting-free for at least 40 minutes, the ORT procedure
was attempted. ORT tolerance was evaluated in both
groups, and those who tolerated it were sent home with the
necessary oral anti-emetic medication. Upon discharge
from the emergency department, parents were advised to
continue to provide the recommended antiemetic at the
same dose if their children had nausea or continuous
vomiting, but only at intervals of greater than 12 hours.
Furthermore, families were urged to bring their children
back for a follow-up visit after 24 hours of treatment. Those
who were critically dehydrated as a result of vomiting were
admitted to the hospital and were excluded from the study.
At the time of the follow-up appointment, parents were
asked how many vomiting episodes their child had
experienced in the previous 24 hours in order to determine
whether or not their child had experienced any vomiting. All
of the data was analyzed using the SPSS 24.0 software.
For categorical variables, frequencies and percentages
were employed to represent the data.

RESULTS

Majority of the patients were males 45 (60%) in group A
and 42 (56%) in group B while rest were females 30 (40%)
in group A and 33 (44%) in group B. Mean age of the
patients in group A was 4.3 +2.17 years and in group B
mean age was 3.08+6.88 years. Mean weight of the
patients were 15.07+8.23 kg and 15.02+3.09 kg in group A
and B respectively. In group A mean height was
98.07+11.14 cm and in group B mean height was
97.67+18.24 cm.(table 1)

Table 1: Baseline detailed demographics of enrolled cases

Variables | Group A | Group B
Gender

Male 45 (60%) 42 (56%)
Female 30 (40%) 33 (44%)
Mean age (years) 4.3+2.17 3.08+6.88
Mean weight (kg) 15.0748.23 15.02+3.09
Mean height (cm) 98.07+11.14 97.67+18.24

Dehydration was mild to moderate found in 48 (64%)
in group A and 50 (66.7%) in group B. Second dose of
medication was given to 10 (13.3%) in group A and 18
(24%) in group B within 30minutes. (table 2)

Table 2: Association of dehydration and second dose of
medication

Variables | Group A | Group B
Dehydration

Mild to Moderate 48 (64%) 50 (66.7%)
No 27 (36%) 25 (33.3%)
2" doze of medication

Yes 10 (13.3%) 18 (24%)
No 65 (86.7%) 57 (76%)

After 12 hours vomiting stopped in group A was 61
(81.3%) and 54 (72%) patients in group B. Efficacy after 24
hours were significantly higher among patients of group A
in 69 (92%) children as compared to group B in 60 (80%)
cases with p value < 0.05.(table 3)

Table 3: Post-treatment effectives among both groups

Variables | Group A (n=75) [ Group B (n=75)

Vomiting Stop

At 12 hours 61 (81.3%) 54 (72%)

At 24 hours 69 (92%) 60 (80%)
DISCUSSION

Even while under-five death rates have dropped by half in
the last three decades, the discrepancy between low- and
middle-income nations remains large, according to
UNICEF. Infectious illnesses, such as diarrhoea and
pneumonia, are among the leading causes of under-five
mortality [15]. Childhood mortality and morbidity due to
acute gastroenteritis (AGE) is high in impoverished nations.

In this randomized control trial one hundred and fifty
children with ages 1-7 years were presented. Children had
diarrhea from the last 24-48 hours. Children were equally
split into two groups. Group A received 0.15 mg/kg oral
ondansetron with 75 children and group B received 0.5
mg/kg oral domperidone with 75 patients. Majority of the
patients were males 45 (60%) in group A and 42 (56%) in
group B while rest were females 30 (40%) in group A and
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33 (44%) in group B. Mean age of the patients in group A
was 4.3 +2.17 years and in group B mean age was
3.08+6.88 years. Mean weight of the patients were
15.0748.23 kg and 15.02+3.09 kg in group A and B
respectively. In group A mean height was 98.07+11.14 cm
and in group B mean height was 97.67+18.24 cm. Findings
of current research was comparable o the studies
conducted in past.[16,17] Dehydration was mild to
moderate found in 48 (64%) in group A and 50 (66.7%) in
group B. Second dose of medication was given to 10
(13.3%) in group A and 18 (24%) in group B within
30minutes.[18]

In current study we observed that, after 12 hours
vomiting stopped in group A was 61 (81.3%) and 54 (72%)
patients in group B. Efficacy after 24 hours were
significantly higher among patients of group A in 69 (92%)
children as compared to group B in 60 (80%) cases with p
value < 0.05.[17,19,20] With ORT and domperidone, RCTs
have demonstrated that the rate of vomiting cessation is
non-significantly greater than with ORT alone (79 percent
vs. 73%, respectively) or with placebo or metoclopramide
[21]. On the other hand, trials comparing domperidone and
ondansetron have yielded a mixed bag. Rerkshuppaphol et
al. found that the ondansetron group had an insignificantly
larger percentage of children who had stopped vomiting at
the 24-hour mark than the domperidone group did. There
were considerably fewer doses of domperidone and
ondansetron needed over 24 hours to stop vomiting in the
ondansetron group [22]. Ondansetron has also been shown
to reduce the rate of hospitalization and the need for IV
rehydration [23].

A single dosage of ondansetron reduced the length of
stay in the hospital by half and also reduced the number of
in-hospital vomiting episodes as compared to domperidone
in a multicenter double-blind RCT conducted by the
SONDO Investigators group. Freedman et al. also found
that a single dose of oral ondansetron was very efficient in
suppressing vomiting and allowing oral rehydration [25].

Ondansetron has been proven to be more successful
than a placebo in treating vomiting and lowering admission
rates in several studies. However, some studies indicate
diarrhea with the use of ondansetron, perhaps because of
its prokinetic impact. Ondansetron, metoclopramide, and a
placebo were compared to control vomiting 24 hours after
administering anti-emetics. [27] When compared to
metoclopramide and a placebo, ondansetron had a better
effect on vomiting control than the latter two. The study's
sample size was a major drawback. Ondansetron and
metoclopramide were shown to be equally efficacious in
the treatment of AGE vomiting, according to a study by
AlAnsari et al.[28]. [29] Metoclopramide has been linked by
some writers to extrapyramidal symptoms and sedation in
children who are anxious about the potential adverse
effects of antiemetics like diarrhea or dystonic response.
[30]

In children ages one to seven, ondansetron was
found to be more effective than domperidone in stopping
vomiting associated with AGE and mild to moderate
dehydration. There is still a need for rigorous clinical trials
to develop standard guidelines for the use of oral
ondansetron in the emergency management of vomiting.

CONCLUSION

In this study we concluded that for reducing vomiting in
children with acute diarrhea use of oral ondansetron was
effective and useful as compared to oral domperidone.
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