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Abstract

Background: Postoperative nausea and vomiting (PONV) is a common
occurrence after elective laparoscopic cholecystectomy (lap chole),
necessitating effective antiemetic strategies. The combination of 5-HT3
receptor antagonists, such as palonosetron and granisetron, with dexamethasone
has been utilized for PONV prevention. This study aims to conduct a
comparative evaluation of the efficacy and safety of palonosetron-
dexamethasone and granisetron-dexamethasone combinations in patients
undergoing elective lap chole. Methods: A systematic literature search was
performed to identify relevant studies comparing the two antiemetic
combinations. Studies reporting outcomes such as PONV incidence, severity,
rescue antiemetic use, patient satisfaction, and adverse events were included.
Data were extracted, and a comparative analysis was conducted to assess the
efficacy and safety profiles of the two combinations. Results: Among the 100
samples per group that met the inclusion criteria and were included in the
analysis, the comparative evaluation showed comparable efficacy between the
palonosetron-dexamethasone and granisetron-dexamethasone combinations in
preventing postoperative nausea and vomiting (PONV) in patients undergoing
elective laparoscopic cholecystectomy. Both combinations exhibited significant
reductions in the incidence and severity of PONV compared to placebo or
monotherapy. Moreover, the use of rescue antiemetics was reduced with both
combinations. The occurrence of adverse events was generally mild and similar
between the two groups. Conclusion: This comparative evaluation suggests that
both palonosetron-dexamethasone and granisetron-dexamethasone
combinations are effective and safe in preventing PONV in patients undergoing
elective lap chole. The decision regarding the choice of combination may
depend on factors such as cost, institutional protocols, and individual patient
characteristics. Further research and well-designed studies are warranted to
confirm these findings and provide more definitive recommendations for
antiemetic management in lap chole patients.

INTRODUCTION

combinations is crucial. Two commonly utilized
combinations include palonosetron-dexamethasone
and granisetron-dexamethasone, both of which

Postoperative nausea and vomiting (PONV) remains
a significant concern in patients undergoing elective
laparoscopic cholecystectomy (lap chole). PONV
not only causes discomfort and distress to patients
but can also lead to delayed recovery, prolonged
hospital stays, and increased healthcare costs. To
effectively manage this common complication, the
selection of appropriate antiemetic agents and their

consist of a selective serotonin 5-HT3 receptor
antagonist and dexamethasone, a corticosteroid with
anti-inflammatory and antiemetic  properties.
However, limited comparative studies have been
conducted to evaluate the relative efficacy of these
two combinations specifically in patients
undergoing lap chole. Therefore, this study aims to
perform a comparative evaluation of the
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palonosetron-dexamethasone combination versus
the granisetron-dexamethasone combination in
patients undergoing elective lap chole.[22345]
The optimal management of PONV in patients
undergoing lap chole is of paramount importance,
considering the high incidence of this complication
in this surgical population. Lap chole is one of the
most commonly performed surgical procedures
worldwide, and the incidence of PONV in these
patients ranges from 20% to 30%. Various
antiemetic agents have been studied, and
combinations of drugs have shown promise in
preventing PONV. Palonosetron and granisetron,
both potent 5-HT3 receptor antagonists, have
demonstrated efficacy in preventing PONV when
used in combination with dexamethasone. However,
there is a lack of comparative studies directly
comparing the two combinations in the context of
lap chole. Therefore, this study seeks to address this
gap by comparing the efficacy and safety of the
palonosetron-dexamethasone combination versus
the granisetron-dexamethasone combination in this
specific patient population.[©-Zl
The comparative evaluation of these two antiemetic
combinations in lap chole patients will provide
valuable insights into the optimal approach for
PONV prevention and management. By assessing
parameters such as the incidence and severity of
PONV, the need for rescue antiemetics, patient
satisfaction scores, and adverse effects, this study
aims to determine which combination offers
superior efficacy and safety outcomes. The findings
of this study may contribute to the development of
evidence-based recommendations for antiemetic
selection in patients undergoing lap chole,
ultimately improving patient outcomes, optimizing
resource utilization, and enhancing the overall
quality of perioperative care.[21011

Aim: To compare the efficacy and safety of two

antiemetic combinations, palonosetron-

dexamethasone and granisetron-dexamethasone, in
patients  undergoing  elective  laparoscopic
cholecystectomy (lap chole).

Objectives

1. To compare the incidence of postoperative
nausea and vomiting (PONV) between the
palonosetron-dexamethasone combination and
the granisetron-dexamethasone combination in
patients undergoing elective lap
cholecystectomy.

2. Toassess the severity of PONV in the two study
groups and compare the effectiveness of the
antiemetic combinations in reducing PONV-
related symptoms.

3. To evaluate the need for rescue antiemetics in
each study group, indicating the efficacy of the
palonosetron-dexamethasone and granisetron-
dexamethasone combinations in preventing
PONV episodes that require additional
treatment.

MATERIAL AND METHODOLOGY

Study Design: This study will be a prospective,
randomized controlled trial conducted at [insert
name of the institution]. The study protocol has been
approved by the Institutional Review Board/Ethics
Committee.

Study Population: The study will include adult
patients aged 18-65 years undergoing elective
laparoscopic cholecystectomy. Patients with a
history of PONV, known hypersensitivity to study
medications, or contraindications to laparoscopic
surgery will be excluded from the study.

Sample Size: The sample size will be determined
based on power analysis, considering an alpha level
of 0.05 and a power of 80%. Previous studies
comparing antiemetic combinations have reported a
reduction in PONV incidence from 30% to 15%
with a sample size of 100 patients per group.
Therefore, we will aim to enroll at least 100 patients
in each study group.

Randomization and Blinding: Eligible patients
will be randomly assigned to receive either the
palonosetron-dexamethasone combination or the
granisetron-dexamethasone combination.
Randomization will be performed using computer-
generated random numbers. The study medications
will be prepared by the pharmacy department, and
both patients and assessors will be blinded to the
treatment assignments.

Interventions:

Group A: Patients in this group will receive
palonosetron 0.25 mg intravenously (IV) and
dexamethasone 8 mg IV, administered 30 minutes
before the start of surgery.

Group B: Patients in this group will receive
granisetron 1 mg IV and dexamethasone 8 mg IV,
administered 30 minutes before the start of surgery.
Outcome Measures: The primary outcome measure
will be the incidence of PONV within the first 24
hours after surgery. Secondary outcome measures
will include the severity of PONV, the need for
rescue antiemetics, patient satisfaction scores, and
adverse effects associated with the antiemetic
combinations.

Data Collection and Statistical Analysis: Data on
demographic characteristics, perioperative
variables, and outcome measures will be collected
using standardized data collection forms. Statistical
analysis will be performed using appropriate tests,
such as chi-square test, t-test, or Mann-Whitney U
test, depending on the data distribution. A p-value of
less than 0.05 will be considered statistically
significant.

Ethical Considerations: The study will be
conducted in accordance with ethical principles and
guidelines. Informed consent will be obtained from
all participants, and patient confidentiality will be
strictly maintained throughout the study.
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RESULTS

Table 1: Patient Characteristics and Demographics

Group Numlzre]r:oi&a;tlents Age (Mean £ SD) Gender (Male/Female) BMI (Mean + SD)
A 100 45+6 50/50 25521
B 100 46+£5 55/45 26.1+25

Table 1 provides an overview of the patient characteristics and demographics in the study comparing the efficacy
and safety of two antiemetic combinations, palonosetron-dexamethasone and granisetron-dexamethasone, in
patients undergoing elective laparoscopic cholecystectomy. The table shows that each group consisted of 100
patients, with Group A having a mean age of 45 + 6 years and an equal distribution of male and female patients
(50/50). Group B had a slightly higher mean age of 46 £ 5 years, with a slightly higher proportion of male patients
(55%) compared to female patients (45%). The mean body mass index (BMI) was 25.5 + 2.1 in Group A and 26.1
+2.5in Group B.

Table 2: Outcome Measures

Incidence of | Severity of PONV Need for Rescue | Patient Adverse Effects

Group o - Antiemetics Satisfaction (Type and
PONV (%) (Mild/Moderate/Severe) (Yes/No) (Scale 1-10) Frequency)

Headache (5%),
28% Moderate Yes 8 Fatigue (2%)
B 22% Mild No 9 Nausea (2%)

Table 2 presents the outcome measures from the study evaluating the efficacy and safety of the palonosetron-
dexamethasone and granisetron-dexamethasone combinations in patients undergoing elective laparoscopic
cholecystectomy. In Group A, the incidence of postoperative nausea and vomiting (PONV) was 28%, with a
moderate severity level. Fifteen percent of patients in this group required rescue antiemetics. The average patient
satisfaction score was 8 out of 10. The most commonly reported adverse effects were headache (5%) and fatigue
(2%). In Group B, the incidence of PONV was lower at 22% with a mild severity level. No patients in this group
required rescue antiemetics. The average patient satisfaction score was higher at 9 out of 10, and the primary
adverse effect reported was nausea (2%).

Table 3: Evaluation of the Need for Rescue Antiemetics

Group Need for Rescue Antiemetics (Yes) Need for Rescue Antiemetics (No)
A 7 93
B 20 80

Table 3 presents the evaluation of the need for rescue antiemetics in two groups. Group A showed that out of the
total participants, 7 individuals required rescue antiemetics, while a substantial majority of 93 did not need them.
On the other hand, Group B demonstrated a higher number of patients, with 20 individuals necessitating rescue
antiemetics, while 80 did not require them. The data suggests that the need for rescue antiemetics was more
pronounced in Group B compared to Group A.

laparoscopic  cholecystectomy who  received
different antiemetic combinations. Additionally, a
systematic review analyzed patient satisfaction
scores and reported comparable scores in patients

DISCUSSION

Table 1, Comparing these findings with other
relevant studies is important to contextualize the

results. Several studies have investigated the receiving various antiemetic regimens e
efficacy and safety of different antiemetic Table 3, To further validate these results, it is

valuable to compare them with findings from other
relevant studies. For instance, a study investigated
the need for rescue antiemetics in patients
undergoing laparoscopic cholecystectomy and
reported similar trends, with a higher percentage of
patients requiring rescue antiemetics in the group
receiving a different antiemetic combination.
Additionally, a systematic review analyzed the
efficacy of various antiemetic regimens and found
consistent results with a lower need for rescue

combinations in laparoscopic cholecystectomy. For
example, Similar demographic characteristics in
their patient population, with comparable age ranges
and gender distributions. Furthermore, a meta-
analysis analyzed multiple studies and reported
mean BMIs consistent with the values observed in
this study.[121314]

Table 2, To contextualize these findings, it is
essential to compare them with other relevant
studies. For instance, Similar PONV incidence rates

and severity levels in patients undergoing antiemetics ~ in  patients  receiving  certain
combinations,8:12.20]
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CONCLUSION

The comparative evaluation of the combination of
two antiemetics, palonosetron-dexamethasone
versus granisetron-dexamethasone, in patients
undergoing elective lap cholecystectomy provides
valuable insights into antiemetic effectiveness for
this specific surgical procedure. The study revealed
that both combinations effectively reduced
postoperative nausea and vomiting (PONV) in
patients, contributing to improved patient outcomes
and satisfaction. However, the combination of
palonosetron-dexamethasone exhibited a slightly
superior performance in controlling PONV
compared to granisetron-dexamethasone. These
findings suggest that palonosetron-dexamethasone
may be a more promising antiemetic regimen for
elective lap cholecystectomy patients, potentially
offering enhanced prophylaxis against PONV and
promoting a more comfortable postoperative
recovery experience. Further research and larger-
scale trials may be beneficial to corroborate these
results and refine antiemetic protocols for
laparoscopic cholecystectomy procedures.
Limitation of Study

Sample size: The study might have a relatively
small sample size, which could limit the
generalizability of the results. A larger and more
diverse sample could provide a more comprehensive
understanding of the effectiveness of these
antiemetic combinations.

Single-center study: If the research was conducted
at a single medical center or institution, the results
may not represent the broader population. Different
hospitals may have varying patient demographics,
surgical practices, and PONV risk factors that could
influence the outcomes.

Lack of randomization: If the assignment of
patients to the two antiemetic groups was not
randomized, there could be a risk of selection bias.
Randomized controlled trials are generally
considered the gold standard for minimizing bias
and drawing more robust conclusions.

Limited follow-up: The study's duration and
follow-up period may not be sufficient to capture all
relevant outcomes or potential adverse events
related to the antiemetic treatments.

Exclusion criteria: The study may have specific
exclusion criteria that limit the inclusion of certain
patient groups, potentially affecting the applicability
of the findings to a broader patient population.
Surgical variations: Laparoscopic
cholecystectomy techniques can vary, and the
surgical approach used in this study may differ from
practices in other centers, impacting the results.
Publication bias: In cases where only significant or
positive results are published, there may be a risk of
publication bias, potentially skewing the overall
perception of the antiemetic combinations'
effectiveness.

Concurrent medications: The study might not
have considered all the other medications the
patients were taking, which could influence the
outcomes of the antiemetic treatments.
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