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Background

+ Only a limited number of antiseizure medications (ASMs) are approved for treatment of patients @ QU ESTION ﬁ :: INVESTIGATION Achenbach CBCL 1.5-5 syndromes (n=18)

What are the long-term retention, tolerability, and efficacy of adjunctive Pre-specified and post hoc analyses of a Phase III, open-label, follow-up trial (N01266, NCT01364597). Results shift: ®Normal to BCR ® Category “”Changef'oo' BCR to normal

with primary generalized seizures (PGS), particularly for treatment of young children.!2
- Patients with PGS can demonstrate cognitive impairment or behavioral issues.3> ) - . ’ ) ) ) ) : _
- Further, some ASMs have been associated with negative outcomes on cognition® or behavior.” brivaracetam (BRV) in pediatric patients with primary generalized Subgroup analyses were performed for patients with PGS at baseline (N=68). 100

« Brivaracetam (BRV) is indicated for the treatment of focal-onset (partial-onset) seizures in seizures (PGS)?
patients =1 month of age in the United States,® and as adjunctive therapy for the treatment of
focal-onset seizures in patients >2 years of age with epilepsy in the European Union.®

« A recent Phase III trial evaluated long-term safety, tolerability, and efficacy of adjunctive BRV in

pediatric patients with epilepsy for up to 9.5 years of exposure.t0 O,‘ RESU LTS Achenbach CBCL

Patients stable or improved in T-score category

Objective | | | from baseline to last evaluation B improved

Kaplan-Meier—estimated i Tolerability (N=68) Efficacy 100 CBCL 1.5-5 (n=18) L St

88.9
83.3

Patients (%)

 To evaluate long-term safety, tolerability, and efficacy of adjunctive BRV in a subgroup n ; ‘ ] o . 11.1 :
of pediatric patients with PGS at baseline, as well as changes to behavior and emotional function. BRV treatment retention (N=68) i i Median percent reduction in 28-day =>50% responder rate g gg 20 111 : : :
i i . . g ~ . . .
c o o o o Any TEAEs 89.7% | adjusted total seizure frequency for all seizures £ 40 88.9 833 D 100 ﬂ . . . . :
: : : £ 20 : :
3 ! F . ! = . . . . . . Aggressive Anxious/ Attention Emotionall Sleep Somatic Withdrawn
Methods '!I T  Drugrelated TerEs QN 27.9% <y <2 yarsgia Em e e e e T T e demss polems e podens emens
: : n= n= :
TRIAL DESIGN w Serious TEAE . 100 CBCL 6-18 (n=20) Achenbach CBCL 6-18 syndromes (n=20)
* N01266 (ClinicalTrials.gov: NCT01364597) was a Phase III, open-label, single-arm, multicenter trial % 3 erious S _ 36.8% $'80 - ' - - - Results shift: m Normal to BCR m Category unchanged m BCR to normal
that evaluated the long-term safety, tolerability, and efficacy of BRV as adjunctive treatment in children | | o - | g 60 100 -
with epilepsy.10 1 year 61.8% | Discontinuations - X 3 66.7% 50.0% 3 £ 40 90.0 90.0
- Patients who enrolled from a core BRV trial (ie, long-term follow-up patients from N01263 3 years 47.7% § due to TEAEs 70 § § 520
[NCT00422422], EP0065 [NCTO3405714], or N01349 [NCTO3325439]) must have been 21 month 0 i i i 0 Aggressive I Anxious/ I Attention IRule-breakingI Social I Somatic I Thought IWithdrawn/
to <16 years of age upon entry into the core trial (N01263 and EP0065) or term/preterm neonates 5 years 43.3% | | | behavior  depressed  problems  behavior  problems  complaints  problems  depressed
<27 days of postnatal age (N01349); eligible patients who enrolled in N01266 without having ‘ TEAE, treatment-emergent adverse event. ‘ ‘ CBCL, Child Behavior Checkist. >
participated in a core trial (ie, direct enrollers) must have been >4 to <17 years of age (all of these )
patients had focal-onset seizures). SOl € g 07 s [, SRl ]
- Patients received a maximum of 5 mg/kg/day BRV as tablet or oral solution (maximum <200 mg/day). o o CONCLUSIONS E
o D T
ANALYSIS e
. Subgroup analysis of patients with PGS? at baseline. In this subgroup analysis of a Phase III trial, long-term adjunctive BRV was well tolerated and efficacious in pediatric patients =1 month of age with PGS.
- Safety Set (SS): all patients who enrolled and took >1 dose of BRV in this trial. During long-term adjunctive BRV treatment, behavior and emotional function were generally stable in patients 1.5-5 years of age and slightly improved in patients 6-18 years of age.
* Full Analysis Set (FAS): all patients in the SS who had =1 completed post-baseline daily record card
(documenting seizure occurrence). Aggressive Anxious/ Attention Rule-breaking Social Somatic Thought Withdrawn/
+ Assessed outcomes: BRV treatment retention, tolerability (incidence of treatment-emergent adverse behavior depressed problems behavior problems complaints problems depressed
events [TEAESs]), efficacy (median percent reduction in 28-day adjusted total seizure frequency from
ineb i i > 0, i Onl i iding d both baseli d | luati included. Baseline d btained fi h ial i isit. Findi based
et 25 haine S50 T o Eonure (oo o it Dasdna] o omne oo PATIENT DISPOSITION SAFETY AND TOLERABILITY EFFICACY ACHENBACH CBCL e O S a8, B v o s GO o B S e i v 4P s o
from all seizures during the entire evaluation period), behavior and emotional function (mean changes » Overall, 28 (41.2%) patients with PGS completed the trial and 40 (58.8%) Overview of TEAEs in pediatric patients with PGS Efficacy outcomes in pediatric patients with PGS Change in Achenbach CBCL syndromes scores o i
from baseline to last evaluation in Achenbach Child Behavior Checklist [CBCL] 1.5-5/CBCL 6-18 raw discontinued the trial. N=68: SS (FAS) from baseline to last evaluation in patients with Ll m ItatIOI‘IS
SynPdr;ograeecsi?ic;rc(less:iZSrzh:';tlért]e-cl;-(s)fﬁzi;a;se %)glzse)l:ssessed for subgroups of patients <2 and >2 years - The most common primary reasons for discontinuation (>10% of ( Y ) PGS (SS) P b | £ label trial
l B i = i 0 i 0 . L . » Subgroup analysis of open-label trial.
of age (at core trial entry) using daily record card data. \[,)V?tt;%r;;sv)vr\:v g;i::r:/te(rﬁ g\éz; £ (22.1%), lack of efficacy (17.6%) and 100 7 100 Median percent reduction in 28-day adjusted I oroup , yf P is limited by th I e si
- Kaptlar:m-Meier—estimated retention on BRV and change in Achenbach CBCL scores were assessed Rl 89.7 total seizure frequency Achenbach CBCL 1.5-5 syndromes (n=18) Pn’frp;etatlo; ° sometoutlcom:s S |fm|te yt (: sma | samz € S'Z:‘_' < with et
post hoc. s + Patient numbers were too low to perform separate analyses for patients with specific seizure types.
- T-score categories for Achenbach CBCL were classified as ‘normal’ (<65) or *borderline or clinical EXPOSURE AND RETENTION ON BRV 80 80 - ' 08 (3.4)
range (BCR)" (265). « Median modal BRV dose was 3.63 mg/kg/day. 9 o 040y 070G -
aDefined as patients with typical absence, atypical absence, myoclonic, clonic, tonic, tonic-clonic, and/or atonic seizures entered on ILAE Seizure Classification History ’\; ~ E’ 0.5 + [0-1] 0.1(2.7) -
eCRF page at screening, or reported on the Historical Seizure Count eCRF page for the last 3 weeks before screening with a nonzero value; Baseline values from core e/ 60 g 60 - 56.9 © - . [0.0] Co n CI u S I o n S
trials were used as baseline if available, otherwise the most recent available measurement between day of final measurement in the core trial and day before first BRV Ka Ia n- Meier esti mates for ti me to 0 =] ﬁ 0.0 - I
administration n Q1266 was used. SCRP, elecronic case reportform. apran- : : A ! 5 3 z Il | | ] B | + In this subgroup analysis of a Phase III trial, long-term adjunctive BRV was well tolerated and
discontinuation of BRV in pediatric patients g 268 3 S 054 0364 SIS sUbgroup ana’ysis of a Fhas a, ong-term asjunc as ated a
. ® 40 1 : S & 0.0] ~0.4 (2.2) efficacious in pediatric patients 21 month of age with PGS.
Resu ItS with PGS (N=68; SS) e 27.9 40 Sl 0d o G « During long-term adjunctive BRV treatment, behavior and emotional function were generally
22.1 5| @ h stable in patients 1.5-5 years of age and slig’:jhtly improved in patients 6-18 years of age
—— Due to any reason Due to TEAEs® —— Due to lack of efficacy? i 19.1 3T 197 o . . . . .. -
BASELINE DEMOGRAPHICS 20 20 g 5  Long-term use of BRV in children with PGS is a potentially efficacious and well-tolerated option
« Of 257 patients receiving BRV in this trial (SS), 68 (26.5%) patients had PGS. ®e e Censored data 5.9 = g 2.0 1 that does not appear to adversely affect behavior and emotional functioning.
+ 14 (20.6%) and 54 (79.4%) patients with PGS were <2 and >2 years of age, respectively. 100 T 04 -_| -2.5 -
I:,‘ Any Drug-related Serious Severe Discontinuations Deaths 0 - . s v 30 4
Baseline demographics and epilepsy characteristics (SS) TEAES TEAES TEAES TEAEs  dueto TEAEs Patients <2 years of age Patients >2 years of age " Aggressive Anxious/  Attention Emotionally  Sleep  Somatic  Withdrawn
(n=123) (n=339) behavior depressed problems  reactive  problems complaints R f
PATIENTS WITH PGS 80 PGS, primary generalized seizures; TEAE, treatment-emergent adverse event. e e re nces
> . . . . . ) =50% responder rate Achenbach CBCL 6-18 syndromes (n=20) 2. Visa-Refié N, et al. £pilepsy Behav 2020;107:107067.
Age, mean (SD), years 6.7 (4.6) E TEAEs in pediatric patients with PGS (SS) 100 for all seizures 1.5 1 3. Ratcliffe C, et al. Front Neurol 2020;11:144.
4. Caplan R, et al. Epilepsia 2008;49(11):1838-1846.
Male, n (%) 34 (50.0) S 60 _ PATIENTS WITH PGS o M7 5. Taura M, et al. Epilepsy Behav 2020;105:106958.
Weight, mean (SD), k 25.3(19.3 _ ) 6. Park S-P and Kwon S-H. J Clin Neurol 2008;4(3):99-106.
- ght, _( ). kg (19.3) £ PATIENTS, n (%) (N=68) 80 g 0.5 - 7. Eddy CM, et al. J Clin Psychopharmacol 2012;32(3):362-375.
Epilepsy duration, mean (SD), years 3.9 (3.4) E TEAES® reported by =15% of patients £ 8. BRIVIACT® (brivaracetam) US Prescribing Information. UCB, Inc. 2023. www.briviact.com/briviact-PL.pdf Accessed March 03, 2025.
s s = P y= P o ,: 0.0 1 T T T T T T T — 9. BRIVIACT® (brivaracetam) EU Summary of Product Characteristics. UCB Pharma SA. 2024. www.ema.europa.eu/en/documents/product-
Age at diagnosis, mean (SD), years 2.8 (3.4) £ | o L 60.6 : 1 AOMY . .
o 40 43.3% Naso ph aryn giti s 23 (33 8) c, 60 - [a) -0.1(1.7) information/briviact-epar-product-information en.pdf Accessed March 03, 2025.
Number of prior ASMs?, median (range) 3.0 (0, 12) . ’ a E =05 1 [-0.0] 10. Lagae L, et al. Epilepsia 2023;64(11):2934-2946.
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