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Abstract 
Introduction: A simple febrile seizure is defined as a generalized seizure lasting less than fifteen 

minutes in a child between the ages of six months and five years, that does not repeat within twenty-

four hours, and that is not preceded by or associated with an acute neurological illness. The most 

prevalent form of epilepsy in children is febrile seizures. 

Methods: Children examined at an outpatient pediatric clinic who have experienced febrile seizures in 

the past. The identity of this randomized controlled experiment was disclosed to the participants. From 

January 2013 to December 2013, the study was conducted at the pediatric department at Madha 

Medical College and Research Institute in Chennai, India. Using simplified random sampling, the study 

participants were selected. The computer will do the randomization procedure. 

Results: Children with a history of febrile seizures, defined as two or more episodes of febrile seizures 

in the preceding six months and at least one seizure recurrence in the preceding two weeks, ranging in 

age from six months to five years, were the subjects. This study's main goals are to assess the efficacy 

of oral levetiracetam and clobazam in treating febrile seizures in children and to ascertain how 

frequently these seizures recur following a 48-week follow-up period. 

Conclusion: The study discovered that levetiracetam was much more beneficial than clobazam in 

lowering the frequency of recurrent febrile seizures, despite the effectiveness of both medications in 

this regard. 
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Introduction 
A simple febrile seizure is defined as a generalized seizure lasting less than fifteen minutes in 

a child between the ages of six months and five years, that does not repeat within twenty-four 

hours, and that is not preceded by or associated with an acute neurological illness [1, 2]. The 

most prevalent form of epilepsy in children is febrile seizures. Approximately 2-3% of 

children report having them, and about 1/3 of those kids say they are well now. Complex 

febrile seizures (CFS) are characterized as seizures that last more than 15 minutes, happen 

more than once in a 24-hour period, and/or are linked to postictal neurologic abnormalities, 

most frequently a postictal palsy, or to prior neurologic impairments [3-5]. 

Most likely, a number of variables work together to trigger febrile seizures. Under the strain 

of a fever, a growing nervous system is particularly vulnerable to the negative effects of 

some vaccinations, infections, and genetic predispositions [6]. Additional risk factors include 

developmental delay, hospitalization in the neonatal critical care unit for longer than 28 days, 

and a family history of febrile seizures. These genes and other associated factors with a 

higher incidence of familial epilepsy syndromes may also raise the chance of febrile seizures, 

and underlying genetic abnormalities may make a person more vulnerable to environmental 

risk factors. The size of the temperature increase rather than the pace of increase is often 

connected with the seizure threshold, however it varies with age and vulnerability [7-9]. 

Therefore, the aim of this study was to assess the efficacy of clobazam and oral 

levetiracetamin treating febrile seizures in children and to ascertain the frequency of seizure 

recurrence throughout a 48-week follow-up period [10]. 

This study aims to assess the efficacy of clobazam and oral levetiracetam in treating febrile
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seizures in children and to ascertain the frequency of seizure 

recurrence during a 48-week follow-up [11–13]. This study 

aims to evaluate the effectiveness of two treatment groups: 

levetiracetam and clobazam, in preventing febrile seizures 

and lowering the frequency of recurrent febrile seizures. In 

particular, we're interested in determining the relationship 

between the events and variables like family history. 

 

Methodology 

Children examined at an outpatient pediatric clinic who have 

experienced febrile seizures in the past. The identity of this 

randomized controlled experiment was disclosed to the 

participants. From January 2013 to December 2013, the 

study was conducted at the pediatric department at Madha 

Medical College and Research Institute in Chennai, India. 

Using simplified random sampling, the study participants 

were selected. The computer will do the randomization 

procedure. A random sequence created by a computer will be 

used for randomization. 

 

Inclusion Criteria 

 A history of two or more febrile seizure events within 

the previous six months. 

 At least one seizure within the last two weeks. 

 Age at first of between six months and five years. 

 

Exclusion Criteria 

 Intracranial infections and past episodes of seizures 

without a fever. 

 Brain injury. 

 Currently taking medication to treat epilepsy. 

 

Statistical Methods  

Numerical data, including age, age at first seizure, duration 

of seizure, and fever episodes, are represented by means of 

the mean, median, mode, and standard deviation. Gender and 

family history are examples of categorical qualities that are 

represented using percentages and frequencies. When 

needed, graphs like pie charts and bar charts are used. When 

there is a category variable specified, data can be displayed 

using both tables and bar charts. The statistical significance 

is established using the chi-square test. Fisher's exact test is 

used when the expected value of more than 20% of the cells 

is less than 5. We discovered a relationship between the 

groups' total number of feverish episodes and frequency of 

febrile seizures using Fischer's exact test. An independent t 

test revealed relationships between continuous variables such 

age and seizure onset age and the recurrence of febrile 

seizures. Statistics were considered to be statistically 

significant at p-values less than 0.05. Data was entered into a 

Microsoft Excel spreadsheet, and SPSS 16 was used for 

analysis. 

 

Results 

The following categories comprise the study's findings: 

classification based on epilepsy subtype, age, gender, and 

duration of seizures. Relationships between cluster members 

for the frequency of febrile episodes, recurrent febrile 

seizures, family history, and onset age. 

 
Table 1: Statistical analysis of the population's age structure 

 

Variables (in months)  

Mean 32.5 

Median 34.3 

Mode 36.4 

Standard deviation(SD) 11.1 

Minimum 13.8 

Maximum 50.0 

 

The table above displays the contestants' ages. The 

individuals' average age (standard deviation) was 32.5 

months. 

 
Table 2: Group-based breakdown of the population's age distribution 

 

Variables (in months) Levetiracetam clobazam 

Mean 32.75 33.24 

Median 34.09 31.09 

Mode 34.80 34.98 

Standard deviation (SD) 12.00 9.72 

Minimum 17.89 15.20 

Maximum 50.00 47.00 

 

The table above displays the age distribution among the 

groupings. The results showed that the levetiracetam group's 

mean treatment duration was 32.75 months, while the 

clobazam group's mean treatment length was 33.24 months. 

The minimum and highest durations of levetiracetam were 

17 and 50 months, respectively. The range for the clobazam 

group was 13 and 47 months, correspondingly. 

 
Table 3: Distribution of gender in the population 

 

Variable Frequency 

Male 30 

Female 20 

The table above displays the subjects' gender distribution. 

There were 30 men and 20 women among the subjects. 

 
Table 4: Distribution of gender within the Groups 

 

 Levetiracetam clobazam 

Male 29 27 

Female 21 23 

 

The table above displays the gender distribution among the 

categories. In the levetiracetam group, 29 males and 21 

females were present. The clobazam group consisted of 23 

women and 27 males. 
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Table 5: Weight distribution in the population based on group 
 

Variables Levetiracetam clobazam 

Mean 13.21 13.43 

Median 11.00 11.00 

Mode 13.00 11 

Standard deviation(SD) 1.38 2.35 

Minimum 9.21 4.00 

Maximum 15.00 16.00 

 

The table above displays the subjects' weight distribution. 

The levetiracetam group's mean (SD) weight in kilograms 

was 13.21 kg, whereas the clobazam group's weight was 

13.43 kg. The lowest and maximum weights in the 

levetiracetam group were 9.21 and 15 kg, respectively. The 

minimum and maximum weights for the clobazam group 

were 4 and 16 kg, respectively. 

 
Table 6: The distribution of seizure types among the Groups 

 

 Levetiracetam clobazam 

Focal 8 6 

Generalized 42 44 

 

The above table displays the reported seizure types among 

the subjects, broken down by group. Forty-two people in 

both groups experienced generalized seizures, while eight 

participants experienced focal seizures. 

 
Table 7: The distribution of seizure duration in the population by 

group 
 

Variables (minutes) Levetiracetam Clobazam 

Mean 8.39 9.10 

Median 6.00 6.00 

Mode 6 6 

Standard deviation(SD) 6.13 6.23 

Minimum 6 6 

Maximum 21 31 

 

The table above displays the population's distribution of 

seizure duration. The mean duration of group seizures with 

levetiracetam was 8.39 minutes, whereas the average group 

seizures with clobazam was 9.10 minutes. The shortest 

seizure lasted six minutes in both groups. The longest 

duration for the Levetiracetam group was 21 minutes, 

whereas the Clobazam group's maximum duration was 31 

minutes. 

 
Table 8: Across the groups, the dispersion of developmental history 

 

 Levetiracetam Clobazam 

Normal 47 46 

Abnormal 3 4 

 

The table above displays the developmental history 

dispersion among the categories. In the levetiracetam group, 

there were 3 abnormal subjects and 46 normal subjects. In 

the clobazam group, there were 4 aberrant subjects and 45 

normal subjects. 

 
Table 9: Among the Groups, a history of seizures in the family 

 

 Levetiracetam clobazam 

Yes 7 4 

No 43 46 

 

The above table displays the distribution of people who have 

experienced seizures in the past. Positive family histories 

were reported by 4 individuals in the clobazam group and 7 

individuals in the levetiracetam group. 

 

Discussion 

To evaluate the effectiveness of clobazam and oral 

levetiracetam in treating febrile seizures in children, as well 

as the likelihood of seizures returning after a 48-week period 

of observation. There were 47 women and 50 men among the 

participants overall. Seizures frequently started between 

months and a year later in the groups that received 

levetiracetam and clobazam. The occurrence of repeated 

febrile seizures did not correlate with the onset of febrile 

seizures at a younger age, being a female, or having a family 

history of seizures. 

Although the majority of epilepsy cases manifest between 

birth and age two, recent study by Margriet et al. indicates 

that the likelihood of seizures declines with age. Additional 

research supported the pattern of male dominance. Based on 

the data that is currently available, generalized seizures are 

by far the most common form. Strong correlations have been 

shown between the following conditions: fever lasting more 

than an hour, having a family history of seizures, and 

experiencing a seizure for the first time before the age of 18 

months [14]. 

The study found that the average number of febrile episodes 

was 3.48 for those on clobazam and 3.61 for those receiving 

levetiracetam. Levetiracetam users experienced no more than 

six occurrences. The number of occurrences in the clobazam 

group ranged from 0 to 8. In the levetiracetam group, there 

was one recurrence of febrile seizures, but in the clobazam 

group, there were fifteen cases. The same individual 

experienced two distinct bouts of febrile seizures in each 

group. There are no appreciable differences in the frequency 

of fever episodes or the recurrence of febrile seizures 

between the groups. Compared to those who received 

levetiracetam, those who received clobazam saw a decreased 

rate of febrile seizure recurrence [15]. 

A 2016 study by Chaudhary et al. found that among the 98 

febrile episodes in the LEV-treated group, 12 cases of FS 

were noted. Of the 25 children getting CLB, 66 developed 

fever, and 9 of them had FS. The frequency of febrile 

seizures varied significantly between the two groups. 

Seizures recurred less frequently in the CLB group than in 

the LEV group. Rose et al. (2005) found that the average 

number of febrile episodes was 2.56 in the placebo group and 

3.1 in the clobazam group. A recurrence of seizures was 

reported by six of the 48 participants in the placebo group 

and one of the 60 participants in the clobazam group (1.7% 

each). In addition to causing fatigue and drowsiness, 

clobazam users also reported ataxia [16]. 

In a 2004 study, Bajaj et al. discovered that 23 patients 

receiving clobazam and 24 patients receiving a placebo had 

generalized seizures, while 3 patients receiving clobazam 

and 6 patients receiving a placebo had partial seizures. 

Generalized seizures were reported by seven clobazam 

patients and two placebo patients, whereas partial seizures 

were reported by twenty-three placebo patients and two 

placebo patients [17]. In 31% of patients on clobazam and 

83% of individuals on a placebo, there were recurrences of 

febrile seizures. Following therapy, the frequency of seizures 

decreased from 0.139 per febrile episode in the clobazam 

group to 0.820 in the placebo group. In the clobazam group, 

the average number of seizures during the previous six 
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months dropped from 4.33 2.78 to 0.7 1.37, but in the 

placebo group, there was no change [18]. 

In a 2014 study by Lin Han Yu et al., the efficacy of 

levetiracetam in preventing more seizures was compared to a 

placebo. Eleven of the 148 children in the levetiracetam 

group experienced an FS relapse [19]. In the control group, 37 

children had fever, and 19 of them experienced febrile 

seizures once again. The two groups' rates of fever and 

febrile seizure recurrence differed significantly. In 

comparison to the control group, the LEV group incurred a 

lower total cost of preventing the recurrence of febrile 

seizures. Significant fatigue was noted by one patient in the 

LEV group during the 48-week follow-up period. to evaluate 

the effectiveness of clobazam and oral levetiracetam in 

treating febrile seizures in children, as well as the likelihood 

of seizures returning after a 48-week period of observation. 

 

Conclusion 

Children with febrile seizures who had at least one seizure 

recurrence in the previous two weeks and an onset age 

between six months and five years were included in the 

open-label randomised controlled trial. There was no 

discernible link seen between fever bouts and febrile seizure 

recurrence. Levetiracetam caused more febrile seizures than 

clobazam. The recurrence of febrile seizures was not 

significantly impacted by age of onset, gender, or family 

history of seizures. The study found that clobazam reduced 

the recurrence of febrile seizures less than levetiracetam. 
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