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Rufinamide

Study Title

A Multicenter, Randomized, Controlled, Open-Label Study to Evaluate the Cognitive Development Effects and
Safety, and Pharmacokinetics of Adjunctive Rufinamide Treatment in Pediatric Subjects 1 to Less Than 4 Years
of Age with Inadequately Controlled Lennox-Gastaut Syndrome

Investigators/Sites
Alexis Arzimanoglou, MD, PhD (principal investigator)

Multicenter: 19 study site in total; United States (8), Canada (1), France (1), Greece (2), Italy (4), and
Poland (3) (see Appendix 16.1.4 for the list of investigators)

Publication (Reference)
None.

Study Period
16 Jun 2011 to 02 Nov 2015

Phase of Development
Phase 3

Objectives

This study was conducted to fulfill the United States Food and Drug Administration (FDA) Written Request
(WR) and the European Medicines Agency (EMA) Paediatric Investigation Plan (PIP). FDA requested a
6-month study to evaluate pharmacokinetic (PK) and safety objectives in this age population, while the EMA
requested a 2-year study for the primary evaluation of cognitive development and behavioral effects in a
pediatric population 1 to less than 4 years of age.

The objectives listed below are those presented in the study protocol. An additional objective, added as per the
FDA WR, was to establish a tolerable dosage regimen that would produce plasma levels in this population
similar to that in the population in whom rufinamide is currently recommended. Details of the analysis and
results based on this objective are provided in a separate population PK report.

Primary objectives

® To compare the effect of 2 drug regimens consisting of either rufinamide or any other approved antiepileptic
drug (AED) of the investigator’s choice as an add-on to the subject’s existing regimen of 1 to 3 AEDs on
the overall safety and tolerability of rufinamide in subjects aged 1 to less than 4 years of age with
inadequately controlled Lennox-Gastaut Syndrome (LGS)

® To characterize the age group-specific PK of rufinamide in a pediatric population, 1 to less than 4 years of
age, with inadequately controlled LGS, using the population approach

® To evaluate the effect of rufinamide as adjunctive treatment on the cognitive development and behavioral
effects in a pediatric population, 1 to less than 4 years of age, with inadequately controlled LGS
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Exploratory objectives

® To evaluate the effect of 2 drug regimens consisting of either rufinamide or any other approved AED of the
investigator’s choice as an add-on to the subject’s existing regimen of 1 to 3 AEDs, on the language
development in a pediatric population, 1 to less than 4 years of age, with inadequately controlled LGS

® To evaluate the effect on quality of life (QoL) of rufinamide in a pediatric population, 1 to less than 4 years
of age, with inadequately controlled LGS

® To evaluate the efficacy in terms of seizure reduction of rufinamide in a pediatric population, 1 to less than
4 years of age, with inadequately controlled LGS

® To explore the relationship between average exposure and most frequent adverse event (AE)

Methodology

This study is a 2-year evaluation of the safety, PK, and cognitive/behavioral effects of rufinamide as add-on
treatment for control of seizures associated with LGS in subjects 1 to less than 4 years of age compared to any
other approved add-on AED of the investigator’s choice. An interim analysis was compiled after the database
cutoff date of 28 Feb 2014. Results of the interim analyses were presented in an interim Clinical Study Report
(CSR; 28 Feb 2014).

The study consisted of 2 phases: a Prerandomization Phase and a Randomization Phase. The Prerandomization
Phase consisted of a Screening Period and a Baseline Visit. The Randomization Phase consisted of 3 periods:
Titration, Maintenance (Core Study), and Taper. During the Titration Period, rufinamide was administered at
10 mg/kg/day (administered in 2 equally divided doses) and increased at 10 mg/kg/day increments every 3 days
to 40 mg/kg/day, then increased by 5 mg/kg/day to the target maintenance level of 45 mg/kg/day. In case of
tolerability issues, the drug could be titrated more slowly or titrated to a lower dose at the investigator’s
discretion. Only subjects on rufinamide participated in the Taper Period and only those that completed the Taper
Period at the end of the study had a Final or Follow-up Visit. Subjects that discontinued rufinamide early were
tapered (if deemed necessary by the investigator) before starting add-on AED. Add-on AEDs were titrated
according to the investigator’s usual practice.

Number of Subjects (Planned and Enrolled)

Planned: 75 subjects (50 subjects rufinamide, 25 subjects any-other-AED). As per the amended FDA WR
(dated 26 Feb 2014), the planned number of subjects was revised to allow a minimum of 21 rufinamide-treated
subjects.

Enrolled: 43 subjects.
Randomized: 37 subjects (25 subjects rufinamide, 12 subjects any-other-AED).
Treated: 37 subjects (25 subjects rufinamide, 12 subjects any-other-AED).

Diagnosis and Main Criteria for Inclusion
® Age 1to less than 4 years

® Clinical diagnosis of LGS at screening, which might have included the presence of a slow background
electroencephalogram rhythm, slow spikes-waves pattern (<3 Hz), the presence of polyspikes; care should
have been taken not to include benign myoclonic epilepsy of infancy, subjects with a diagnosis of atypical
benign partial epilepsy (pseudo-Lennox syndrome), or continuous spike-waves of slow sleep

® On a fixed and documented dose of 1 to 3 concomitant regionally approved AEDs for a minimum of
4 weeks prior to randomization with an inadequate response to treatment

® Consistent seizure documentation (ie, no uncertainty of the presence of seizures) during the
Prerandomization Phase
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Exclusion Criteria
®  Familial short QT syndrome

®  Prior treatment with rufinamide within 30 days of Baseline Visit or discontinuation of rufinamide treatment
due to safety issues related to rufinamide

Test Treatment, Dose, Mode of Administration, and Batch Number(s)

Rufinamide up to 45 mg/kg/day, in 2 divided doses, administered as oral suspension (40 mg/mL;
lot designations DFDZ and GVYC).

Reference Therapy, Dose, Mode of Administration, and Batch Number(s)

Any approved AED of the investigator’s choice, dosed according to investigator's usual practice, added to
subject’s existing regimen of 1 to 3 AEDs.

Duration of Treatment

®  Prerandomization Phase:
- Screening Period + Baseline Visit = 1 to 8 weeks

® Randomization Phase:
- Titration Period + Maintenance Period = 106 weeks
- Taper Period = 2 weeks

Assessments
Efficacy

The primary efficacy variables were Child Behavior Checklist (CBCL) Total Problems score and change from
baseline in CBCL Total Problems score at the end of the 2-year (106 weeks) treatment period. Exploratory
efficacy variables included time to withdrawal from either rufinamide or investigator selected add-on AED
because of occurrence of AEs or for lack of efficacy, seizure frequency, worsening of seizures, change from
baseline in CBCL subscores, Language Development Survey (LDS) score, and Quality of Life in Childhood
Epilepsy (QoLCE) total and subscores.

CBCL

The CBCL is a 99-item questionnaire completed by a parent/legal guardian or appropriate caregiver (hereafter
referred to as the rater) of the subject. Each item was rated with a 3-point scale indicating how often or
characteristic it is of the subject. The 99 items were combined to produce scores for 8 problem area scales
(emotionally reactive, anxious/depressed, somatic complaints, withdrawn, sleep problems, attention problems,
aggressive behavior, and other problems) and 3 summary scores (internalizing, externalizing, and total
problems). Each item should have been rated by the rater as best they can without providing any additional
instructions other than to explain and clarify the wording of an item if needed. The purpose of the scale was to
provide t-scores for all problem area scales and the summary scores to identify behavioral problems or
developmental delays. The Total Problem score is the sum of all the problem areas plus 1 additional item.
Internalization score is the sum of 4 problem areas that are problems within the self, and externalization consists
of 2 problem areas involving conflict with other people and with their expectations of the child. The t-scores are
standardized test scores that indicate the same degree of elevation in problems on each of the scales relative to
the normative sample of peers. Higher scores are indicative of more problems.

Seizure Counts From Subject Diaries

During the study, the number of seizures was assessed and recorded by the subject’s parent(s)/caregiver(s) in the
subject seizure diary provided by Eisai Inc. The subject’s parent(s)/caregiver(s) were trained at the beginning of
the Prerandomization Phase in how to complete the subject seizure diary. The investigator or designee was to
thoroughly discuss with the subject’s parent(s)/caregiver(s) how to recognize and classify the subject’s seizures
and record properly in the subject seizure diary. Every effort should have been made to have the same person
record seizures in a consistent manner throughout the study and to enter seizure information to the best of their
ability. Copies of historical seizure diaries were retained by the investigator.
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LDS

The LDS consists of an 8-item questionnaire and a vocabulary list. The form should have been completed by a
parent or caregiver who interacted with the subject on a consistent, daily basis. It takes about 10 minutes for
most informants to complete the form. The LDS provided 2 scores, an average phrase length score and a
number of endorsed vocabulary words score. Both raw scores were used to provide 2 normative scores based on
the child’s age in months. Higher scores are indicative of better language development.

QoLCE

The QoLCE is a 76-item questionnaire designed specifically to measure QoL in children with epilepsy. The
form must have been completed by a parent or caregiver who interacted with the child on a consistent, daily
basis. It should have taken 20 to 30 minutes to complete the form. The items were combined into 13 scales and
3 of the items were used to represent an overall score in 3 separate areas.

Pharmacokinetics

Sparse blood sampling was performed for the determination of plasma rufinamide concentrations during the
Maintenance Period at Visits 4, 5, 6, 7, and 8 (Weeks 2, 4, 8, 16, and 24, respectively).

Pharmacogenomics
Not applicable.
Safety

AEs and the results of clinical laboratory assessments, physical examinations, and vital signs were employed to
assess safety.

Bioanalytical Methods

For subjects treated with rufinamide, plasma concentrations of rufinamide and other AEDs, including valproic
acid, were quantified using validated methods (liquid chromatography-mass spectrometry/mass spectrometry .

Statistical Methods
Efficacy Analyses:
The primary efficacy endpoint was CBCL Total Problems Score at the end of the 2-year treatment period.

The primary hypothesis of interest was to compare the mean response at the Final Visit between the 2 treatment
groups. The 2 treatment groups were to be declared significantly different in favor of rufinamide, if the
treatment effect P value is less than or equal to 0.05 using a 2-sided test, and if the least squares (LS) mean of
the rufinamide group is less than the LS mean of the any-other-AED group over time (weeks).

The primary statistical model for comparing the 2 treatment groups was a repeated measures mixed model
analysis of covariance (ANCOVA) with compound symmetric covariance structure, with baseline score, age,
and sex as covariates, and treatment, week, and treatment by week interaction as factors. Unstructured
covariance was also used to test the sensitivity of the model. Descriptive statistics of the mean change from
baseline by treatment group and week were presented. LS means differences between the 2 treatment groups at
each of the scheduled visits were computed.

To compare the 2 treatment groups at the End of Study, an ANCOVA model was used on the last observation
carried forward (LOCF) with baseline score and age as covariates, and sex and treatment as factors. This was
done to test the effects of drop-outs on the results. To test the effect of time (week) on treatment, treatment
groups were compared by excluding treatment by week interaction.

The percent change in frequency of total seizures and by individual seizure types, per 28 days relative to
baseline, was compared between treatment groups for each of the cohorts of subjects treated with rufinamide or
any-other-AED using a Wilcoxon Rank Sum test with 2-sided 0.05 alpha level. The Hodges-Lehmann
95% confidence interval (CI) of the difference between treatment groups was presented.

Incidence of worsening of seizures was summarized by treatment group.

LDS and QoLCE scores were analyzed similarly to the primary efficacy endpoint Total Problems Score. The
repeated measure mixed ANCOVA model failed to converge with the unstructured covariance structure due to
small sample sizes.
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Time to withdrawal from treatment (excluding taper) because of occurrence of AEs or for lack of efficacy was
summarized by treatment group and presented using Kaplan-Meier curves.

Pharmacokinetic Analyses:

The plasma sample concentration values from this study were merged with comparable data from other studies

to permit population PK modeling. A model of the plasma rufinamide concentrations was developed to estimate
population PK parameters and to explore PK/pharmacodynamic relationships.

Details of the PK analysis methods are included in the Data Analysis Plan for the population PK analysis. The
results of the PK analyses are presented in a separate report.

Safety Analyses:

Evaluation of safety was performed on the Safety Population.

Treatment-emergent adverse events (TEAES) were summarized by presenting, for each treatment group, the
incidence of AEs.

Descriptive summary statistics (mean plus standard deviation, median, minimum, and maximum) of the
laboratory, and vital signs, and changes from baseline were evaluated by treatment group.

Analysis Sets:

The Safety Set included all enrolled subjects who received at least 1 dose of rufinamide or any other approved
add-on AED of the investigator’s choice and had at least 1 postdose safety assessment.

The Full Analysis Set for primary efficacy variable included all randomized subjects who received rufinamide
or any other approved add-on AED of the investigator’s choice and had baseline and at least 1 postdose
cognition measurement.

The Full Analysis Set for other efficacy variable included randomized subjects who received rufinamide or
any other add-on AED of the investigator’s choice and had a baseline efficacy assessment and at least
1 postbaseline efficacy assessment.

The Safety Set was based on actual treatment received. The Full Analysis Sets were based on randomized
treatment.

PK Analysis Population: All treated subjects who received rufinamide and had at least 1 valid concentration
measurement with adequately documented dosing history.

Sample Size Rationale:

This study was conducted to fulfill commitments to regulatory authorities. FDA initially requested that
50 subjects be treated with rufinamide, while the EMA requested 25 controls. As per the amended FDA WR

(dated 26 Feb 2014), the planned number of subjects was revised to allow a minimum of 21 rufinamide-treated
subjects.

Results
Subject Disposition/Analysis Sets

A total of 43 subjects were consented and screened for entry into the study. Of these 43 subjects, 6 were
screening failures and 37 were randomized into the study. Of the 6 screen failures, 4 subjects failed to meet
inclusion or exclusion criteria, 1 subject withdrew consent, and 1 subject was excluded for other reasons. Of the
37 subjects randomized into the study, 25 subjects were randomized to rufinamide and 12 subjects were
randomized to any-other-AED.

All 25 subjects randomized to rufinamide received at least 1 dose of study drug. Of the 25 rufinamide-treated
subjects, 10 subjects discontinued from the study and 1 subject discontinued from rufinamide treatment but
completed the study (Subject PPD discontinued rufinamide treatment due to inadequate therapeutic effect).
Primary reasons for discontinuation from study were due to AE (SubjectPPD discontinued due to
decreased appetite and vomiting, SubjectPPD discontinued due to vomiting, and Subject PPD
discontinued due to a serious adverse event (SAE) of pneumonia that resulted in death), withdrawal of consent
(Subject PPD Subject PPD and Subject PPD subject choice (Subject PPD and
Subject PPD and inadequate therapeutic effect (SubjectPPD and Subject PPD Fifteen
rufinamide-treated subjects completed the study.

All 12 subjects randomized to the any-other-AED group received at least 1 dose of study drug. Of the
12 subjects treated with any-other-AED, 8 subjects discontinued from the study. Primary reasons for
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discontinuation were withdrawal of consent (Subject PPD Subject PPD Subject PPD and
Subject PPD lost to follow-up (SubjectPPP subject choice (SubjectPPP inadequate
therapeutic effect (Subject PPP and other (Subject PPD Four subjects in the any-other-AED group
completed the study.

Efficacy

The primary efficacy variable was CBCL Total Problems t-Scores at the end of the 2-year treatment period.

The LS mean differences in the CBCL Total Problems Score in the rufinamide and any-other-AED group at the
Final Visit (Week 106) were comparable between the 2 treatment groups. LS mean of the CBCL t-scores for
subjects after 2 years of treatment are 53.75 for the any-other-AED group and 56.35 for the rufinamide group,
suggesting slightly higher problem areas for the rufinamide subjects compared with the any-other-AED group
(LS mean difference [95% CI] +2.60 [-10.5,15.7]; P=0.6928). The difference in the LS mean CBCL Total
Problems Score between the 2 treatment groups across time (based on means across Weeks 24, 56, 88, and 106),
is not statistically significant -1.197 (-7.6, 5.3; P=0.7083).

LS Mean differences at the End of Study (based on LOCF) is not statistically significant (treatment difference
[95% CI], -2.776 [-13.3, 7.8]; P=0.5939). The LS mean CBCL Total Problems Score for the 2 treatment groups
were also similar at the interim scheduled assessment at Weeks 24, 56, and 88, with treatment differences +1.40,
-3.70, and -2.49, respectively.

Some of the subjects in the study were in the borderline or clinical range in the problem area scales suggesting
high cognitive impairment of these subjects at baseline that persisted throughout the study. There was no
consistent trend in change from baseline in CBCL Total Problems Score by week, overall or by subgroup.
However, sample sizes were small so these results should be interpreted with caution.

The overall median decrease from baseline in seizure frequency per 28 days was 7.05% in the rufinamide group
and 20.15% in the any-other-AED group. This difference is not statistically significant (P=0.2731). However,
sample sizes were small so these results should be interpreted with caution.

Across all subjects treated with rufinamide for at least 1, 2, 4, 6, 10, 14, 18, 22, and 26.5 months, 4 of
24 (16.7%) subjects reported a doubling in total seizure frequency, 5 of 24 (20.8%) reported a doubling in
frequency of major seizures (generalized tonic-clonic, drop attacks), and no subjects reported an occurrence of a
new seizure type. Across all subjects treated with any-other-AED for at least 1, 2, 4, 6, 10, 14, 18, 22, and
26.5 months, 1 of 9 (11.1%) subjects reported doubling in total seizure frequency and a doubling in frequency of
major seizures (generalized tonic-clonic, drop attacks); no subjects reported an occurrence of a new seizure type.
However, sample sizes were small so these results should be interpreted with caution.

At baseline, phrase development was delayed in all subjects and vocabulary development was delayed in all
except 1 subject. The delay in phrase development was severe for many subjects, hence the scores were 0 for
these subjects at baseline and stayed 0 for most of these subjects across the 2 treatment groups. Hence, the mean
LDS average phrase length did not change notably in either treatment group during the study. At the end of
treatment, phrase development was delayed in all except 3 subjects. The mean LDS vocabulary score was
higher in the rufinamide group at baseline, due to very high vocabulary scores for 3 subjects. Although the
mean LDS vocabulary score in the rufinamide group improved more during the study compared with the
any-other-AED group, the differences were minor and not significant. The median LDS vocabulary scores were
similar in the 2 treatment groups across all visits, and there was no notable change in the scores compared with
baseline and between treatment groups. At the end of treatment, vocabulary development was delayed in all
except 3 subjects.

The baseline mean total score of QoLCE was comparable between the 2 treatment groups, and there were no
notable changes from baseline by week overall or by subgroup.

The Kaplan-Meier estimate of the median overall survival time to withdrawal from treatment because of an AE
or lack of efficacy was 142.0 weeks in the rufinamide group and 28.0 weeks in the any-other-AED group.

Pharmacokinetics

The PK of rufinamide were dose-independent, and were not significantly affected by age either as a continuous
covariate (1 to 35 years) or as a categorical covariate (age categories: 1 to less than 4 years and 4 years and
older) after body weight was taken into consideration. Similarly, exposures in the 1 to less than 2 years old and
2 to less than 4 years old subjects were also comparable.

Co-administration of valproic acid decreased rufinamide clearance, in the 1 to less than 4 year old subjects, in a
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concentration-dependent manner, similar to that observed in subjects 4 years and above.
Detailed results are presented in a separate population PK report.
Safety

A total of 22 (88%) subjects randomized to rufinamide had at least 16 weeks of exposure in the study,
21 (84%) subjects had at least 24 weeks of exposure, and 19 (76%) subjects reached over 1 year of exposure. Of
the subjects randomized to any-other-AED, 9 (75%) had at least 16 weeks of exposure in the study,
8 (67%) subjects had at least 24 weeks of exposure, and 6 (50%) subjects reached over 1 year of exposure. For
subjects in the any-other-AED group, add-on AEDs chosen by the investigator at the time of randomization were
lamotrigine (5 [41.7%] subjects), clobazam and topiramate (2 [16.7%] subjects each), phenobarbital, valproic
acid, and zonisamide (1 [8.3%] subject each). When the add-on AEDs chosen by the investigator at the time of
randomization were added to the baseline AEDs for subjects in the any-other-AED group, and compared to the
baseline AEDs taken by subjects in the rufinamide group, the 2 treatment groups appeared to have a similar
treatment profile with respect to AEDs other than rufinamide, thus, allowing for a better comparison between the
2 treatment groups.

The overall incidence of TEAEs was similar between the rufinamide group (22 of 25 subjects [88.0%]) and the
any-other-AED group (10 of 12 subjects [83.3%]). The most frequently reported TEAEs, by preferred term, in
the rufinamide treatment group (occurring in >10% of subjects) were upper respiratory tract infection and
vomiting (28.0% each), pneumonia and somnolence (20.0% each), sinusitis, otitis media, diarrhea cough, and
pyrexia (16.0% each), and bronchitis, constipation, nasal congestion, rash, irritability, and decreased appetite
(12.0% each). In the any-other-AED group, upper respiratory tract infection (33.3%), diarrhea, seizure, and
pyrexia (25.0% each), and cough (16.7%) were the most common TEAES (occurring in more than 1 subject).

Severe TEAEs were experienced by 4 subjects (4 of 25 [16.0%]) in the rufinamide group and 2 subjects (2 of 12
[16.7%]) in the any-other-AED group. The majority of subjects in both treatment groups had TEAEs that were
considered mild (4 of 25 [16.0%] in the rufinamide group and 4 of 12 [33.3%] in the any-other-AED group) or
moderate (14 of 25 [56.0%] in the rufinamide group and 4 of 12 [33.3%] in the any-other-AED group) by the
investigators.

Approximately half of all subjects in both treatment groups (13 of 25 [52.0%] in the rufinamide group and 6 of
12 [50.0%] in the any-other-AED group) had TEAEs that were considered by the investigator to be possibly or
probably related to study drug. Vomiting (5 of 25 [20.0%] subjects) and somnolence (4 of 25 [16.0%] subjects)
were the only treatment-related TEAEs reported in more than 2 subjects in the rufinamide group. Pyrexia and
upper respiratory tract infection (2 of 12 [16.7%] subjects each) were the only treatment-related TEAES reported
in more than 1 subject in the any-other-AED group.

There was 1 death reported during the study. Subject PPP in the rufinamide group experienced an SAE of
pneumonia that was not related to study drug as per the investigator and the sponsor. The subject experienced a
cough, fever, and was described as sleepy, and was subsequently hospitalized owing to pneumonia. The subject
died owing to the event of pneumonia. Study drug was taken until death.

Ten of 25 (40.0%) subjects in the rufinamide group and 5 of 12 (41.7%) subjects in the any-other-AED group
had treatment-emergent SAEs. Seizure (1 subject in the rufinamide group and 3 subjects in the any-other-AED
group), respiratory distress (2 subjects in the rufinamide group and 1 subject in the any-other-AED group), status
epilepticus (2 subjects in the rufinamide group), and bronchopneumonia (1 subject in each group) were the only
SAEs reported in more than 1 subject. Treatment-related SAEs occurred in 3 subjects in the rufinamide group

(Subject PPD [bronchopneumonia], Subject PPP [pneumonia aspiration] and Subject PPD
[status epilepticus]) and 2 subjects in the any-other-AED group (SubjectPPD [seizure] and
Subject PPD [lethargy]).

There were no clinically important mean changes in laboratory values, vital signs, or electrocardiogram (ECG)
parameters during the study.
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Conclusions

® The cognitive development, behavior, and language development of subjects treated with rufinamide was
comparable with that of subjects in the any-other-AED treatment group. No consistent trend across time
was seen in either treatment group. However, these results should be interpreted with caution because of the
small sample sizes, greater disease severity of many of the subjects at the baseline, and high dropout rates
across both the treatment groups.

® The overall incidence of TEAEs was similar between the rufinamide group (22 of 25 subjects) and the
any-other-AED group (10 of 12 subjects). There were no clinically important mean changes in laboratory
values, vital signs, or ECG parameters.

® When the add-on AEDs chosen by the investigator at the time of randomization for subjects in the
any-other-AED group were added to the baseline AEDs, the 2 treatment groups appeared to have a similar
treatment profile with respect to AEDs other than rufinamide, thus, allowing for a better comparison
between the 2 treatment groups.

® The PK of rufinamide, evaluated using a population modeling approach, were dose-independent, and was
not significantly affected by age either as a continuous covariate (1 to 35 years) or as a categorical covariate
(age categories: 1 to less than4 years and 4 years and older) after body weight was taken into
consideration. Similarly, exposures in the 1 to less than 2 years old and 2 to less than 4 years old subjects
were also comparable.

® Co-administration of valproic acid decreased rufinamide clearance, in the 1 to less than 4 year old subjects,
in a concentration-dependent manner, similar to that observed in subjects 4 years and above.

® As the sample sizes in this study were small, the data were not sufficient to suggest any difference in
efficacy in seizure control between the 2 treatment groups.

® The QoL of the study subjects was comparable between the 2 treatment groups throughout the study.

® Rufinamide was safe and well tolerated in subjects 1 to less than 4 years of age.

Date of Report
28 Jan 2016
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