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Ove I‘Vlew Shift in T-score categories in Achenbach CBCL syndromes from baseline to last

BaCkg round evaluation in patients with PGS (SS)

* Only a limited number of antiseizure medications (ASMs) are approved for treatment of patients @ QU ESTION %ﬁ I NVESTIGATION

with primary generalized seizures (PGS), particularly for treatment of young children.!:2

Achenbach CBCL 1.5-5 syndromes (n=18)

. . Results shift: m Normal to BCR  mCategory unchanged mBCR to normal
- Patients with PGS can demonstrate cognitive impairment or behavioral issues.35 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). . 100
- Further, some ASMs have been associated with negative outcomes on cognition® or behavior.” brivaracetam (BRV) in pediatric patients with primary generalized seizures (PGS)? Subgroup analyses were performed for patients with PGS at baseline (N=68). 88.9
« Brivaracetam (BRV) is indicated for the treatment of focal-onset (partial-onset) seizures in patients o
>1 month of age in the United States,® and as adjunctive therapy for the treatment of focal-onset 80
seizures in patients =2 years of age with epilepsy in the European Union.? O Achenbach CBCL .
- A recent Phase III trial evaluated long-term safety, tolerability, and efficacy of adjunctive BRV in 2 RESULTS Patients stable or improved in T-score category S 60
pediatric patients with epilepsy for up to 9.5 years of exposure.1° ¥ from baseline to last evaluation B improved 2
. . 3 _y= 3 . i _ 2 40
Objective Kaplan-Meier—estimated 3 Tolerability (N=68) 5 Efficacy 5 100 CBCL 1.5-5 (n=18) W Stable ©
. . - . " BRV treatment retention (N=68) ? ? Median percent reduction in 28-day >50% responder rate ‘ g ® ° 111 ' 20 - - : -
« To evaluate long-term safety, tolerability, and efficacy of adjunctive BRV in a subgroup of pediatric 3 o 3 di d I sei £ f Il sei 2 60 : : : :
patients with PGS at baseline, as well as changes to behavior and emotional function. ‘ Any TEAEs 89.7% | adjusted total seizure frequency 7 e s 5 40 - 100 l : 0 o o '
; S 20 0 T T
0 S e o X A - - = =k — - Aggrr]esgive dAnxious/d Att(ETtion Emotic;_nally Slbelep Somla’Fict Withdrawn
Methods Drug-related TEAEs - 27.9% <2 years of age <2 years of age gghgf/?ore depreosusséd pro%ler%s reoac(ziv?ey prot()elzlr)ns cor?wpl?airfts ’ enavior Epresse probiems reactive probiems compraints
i (n=12) (n=12) | CBCL 6-18 (n=20) Achenbach CBCL 6-18 syndromes (n=20)
TRIAL DESIGN Serious TEAEs _ 36.8% ~ 128 ) 100 Results shift:  ®Normal to BCR  mCategory unchanged  ®BCR to normal
« N01266 (ClinicalTrials.gov: NCT01364597) was a Phase III, open-label, single-arm, multicenter trial that i 3 fg’ 60 90.0 90.0 850
evaluated the long-term safety, tolerability, and efficacy of BRV as adjunctive treatment in children with epilepsy.° Discontinuations 66.7% 50.0% § 80.0 80.0 '
- Patients who enrolled from a core BRV trial (ie, long-term follow-up patients from N01263 [NCT00422422], due to TEAES - 22.1% i & 20 80 1 750 20.0
EP0065 [NCT03405714], or N01349 [NCT03325439]) must have been =1 month to <16 years of age upon 0t e Arvdous ™ Atenton et Socal ™ Somatc ™ Thousht " Wit . 65.0
entry into the core trial (N01263 and EP0065) or term/preterm neonates <27 days of postnatal age ; ; ! behavior der;);ggd pro%Tequ “pehavior pro(t))cltlaams coﬁmifts proct)JlIJegms d'epréssvégl S 60 A
(N01349), ellglble patients who enrolled in N01266 without haVing participated in a core trial (ie, direct ‘ TEAE, treatment-emergent adverse event. ‘ ‘ CBCL, Child Behavior Checklist. :(g
enrollers) must have been >4 to <17 years of age (all of these had focal-onset seizures). =
- Patients received a maximum of 5 mg/kg/day BRV as tablet or oral solution (maximum <200 mg/day). s s 401
o For a copy of FAe o 25.0
ANALYSIS e CONCLUSIONS PSS S 20 - 150 15.0 15.0 0
« Subgroup analysis of patients with PGS? at baseline. ) ) ) ) ) i ) ) o ) . » ek 100 5.0 100 100 5.0 50 5.0 100 100 5.0
. Safety Set (SS): all patients who enrolled and took =1 dose of BRV in this trial. In t_hls subgroup ana_Iy5|s_of a Phase III trial, Iong-t-erm adJunctl_ve BRV was well tolerated and efflca_C|ous_|n pediatric patients 21 month_ of age with PGS. orvisit i o 0
- Full Analysis Set (FAS): all patients in the SS who had >1 completed post-baseline daily record card 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. e Aggressive  Anxious/  Attention  Rule-breaking  Social Somatic Thought  Withdrawn/
(documenting seizure occurrence). behavior depressed problems behavior problems complaints problems depressed

+ Assessed outcomes: BRV treatment retention, tolerability (incidence of treatment-emergent adverse events Only patients providing data at both baseine and last evalution were indluded. Baselne data were obtained fom the core tial screering vist. Findings re based on T-scores (nomal <65;
[TEAEs]), efficacy (median percent reduction in 28-day adjusted total seizure frequency from baselineb to the =02 B 9% = + TS priman g '
end of the evaluation period, >50% responder rate for all seizures [responders were defined as having

C ! ; ; : : . « At last evaluation, most patients remained in their baseline T-score category for each syndrome
>50% reduction in seizure frequency compared with baseline], and seizure freedom from all seizures during

(range: 61.1-100%).

the entire evaluation period), behavior and emotional function (mean changes from baseline to last PATIENT DISPOSITION SAFETY AND TOLERABILITY EFFICACY ACHENBACH CBCL
evaluation in Achenbach Child Behavior Checklist [CBCL] 1.5-5/CBCL 6-18 raw syndrome scores and shift in . Overall. 28 (41.2%) patients with PGS leted the trial and 40 (58.8% i i L i i i . L . . . - - -
T-score categories). d_"era ; é - t°_) IF’a Ients wi completed the trial and 40 (58.8%) Overview of TEAEs in pediatric patients with PGS (N=68; SS) Efficacy outcomes in pediatric patients with PGS (FAS) Change in Achenbach CBCL syndromes scores from Limitations
e ; . Iscontinue e trial. - - - - -
- Pre-specified seizure-related outcomes were assessed for subgroups of patients <2 and >2 years of age . . N . : - baseline to last evaluation in patients with PGS (SS : ,
(at col::‘e trial entry) using da”y record card data J P P Y J - The most common primary reasons for discontinuation (2100/0 of patlentS) 100 - Med!an percent rec_luctlon in 28-day p ( ) . Subgroup ana|y5|s of open_|abe| trial.
- ; : ' : were adverse event (22.1%), lack of efficacy (17.6%), and withdrawn 897 adjusted total seizure frequency Achenbach CBCL 1.5-5 syndromes (n=18) ' is limi '
- Kaplan-Meier—estimated retention on BRV and change in Achenbach CBCL scores were assessed post hoc. 1189 1%0), y (17.6%), 100 - . « Interpretation of some outcomes is limited by the small sample size.
- T-score categories for Achenbach CBCL were classified as ‘normal’ (<65) or ‘borderline or clinical range consent (11.8%). 80 80 4 © 1> 1 0.8 (3.4) « Patient numbers were too low to perform separate analyses for patients with specific seizure types.
(BCR)" (=65). ;\; 2 1.0 1 040 05(1.6) [0.2]
aDefined as patients with typical absence, atypical absence, myoclonic, clonic, tonic, tonic-clonic, and/or atonic seizures entered on ILAE Seizure Classification History eCRF page at screening, EXPOSU RE AN D RETENTION ON BRV ? : 60 A 56.9 _‘:u 0.5 - [0.1] [0.2] 0.1 (2-7)
or reported on the Historical Seizure Count eCRF page for the last 3 weeks before screening with a nonzero value; PBaseline values from core trials were used as baseline if available, otherwise . S 60 - ) b ' [0.0]
the most recent available measurement between day of final measurement in the core trial and day before first BRV administration in NO1266 was used. eCRF, electronic case report form. ° Medlan mOdaI BRV dose was 363 mg/kg/day : 43 40 E' 0.0 - - — Co n CI u Si 0 ns
e} - . T T T T T
= 3 = L -
) b~ (1))
= . 9 = —0.5 1 0.3 (5.4 . . . N
RESU"ZS Kapl Mei timates for ti to di ti ti f E 40 7 >08 € 20 - 2l A [—OFO] ) —0-40(%2) « In this subgroup analysis of a Phase III trial, long-term adjunctive BRV was well tolerated and
apian-Meier estimates for time to discontinuation o 27.9 2| @ ~1.0 1 o1 -07022) efficacious in pediatric patients =1 month of age with PGS.
22.1 0 [-0.2]
1 1 1 1 1 — L - L T 1 q') Y - - - - - - -
BASELINE DEMOGRAPHICS BRYV in pediatric patients with PGS (N=68; SS) 50 - 19-1 Patients <2 years of age Patients >2 years of age 3| 8 15 » During long-term adjunctive BRV treatment, behavior and emotional function were generally stable in
- Of 257 patients receiving BRV in this trial (SS), 68 (26.5%) patients had PGS. {00 - 5o (n=12°) (n=33°) g £ 2.0 - patients 1.5-5 years of age and slightly improved in patients 6-18 years of age.
* 14 (20.6%) and 54 (79.4%) patients with PGS were <2 and >2 years of age, respectively. = 95  Long-term use of BRV in chiIdren_ with PGS is an efficacipus_ and well-tolerated option that does not
- - - - .- 0 Any  Drug-related Serious Severe  Discontinuations  Deaths =50% responder rate for all seizures v 30 appear to adversely affect behavior and emotional functioning.
Baseline demographics and epilepsy characteristics (SS) 7ok 70 ko TEAEs TEAEs TEAEs TEAEs  due to TEAEs 100 - " Aggressive Anxious/  Attention Emotionally  Sleep  Somatic  Withdrawn
_ T es) . 7o 75 Py Senealeeq semics TERS Feamentemefsent adverse vt 80 enavor - depressed. - problems reace propiems. - compiants
(N=68) s |
. . . . . > 60.6 Achenbach CBCL 6-18 syndromes (n=20)
Age, mean (SD), years 6.7 (4.6) TEAEs in pediatric patients with PGS (SS) < 60 s References
o o 4 = ) ; 109
Male, n (%) % (500 g o s PATIENTS WITH PGS § - 5 1o L ot ey s 200210k
Weight, mean (SD), kg 25.3 (19.3) @ e PATIENTS, n (%) (N=68) E - 05 3. Ratdliffe C, et al. Front Neurol 2020;11:144.
H H = . - Q D 4. Caplan R, et al. Epilepsia 2008;49(11):1838-1846.
Epilepsy duration, mean (SD), years 3.9(34) 5 47.7% e TEAEs? reported by 215% of patients 20 = 5. Taura M, et al. Epilepsy Gty 2050;305:106958.
Age at diagnosis, mean (SD), years 2.8 (3.4) S 40 A 43.3% N h iti 23 (33.8 0 - s 0.0 1 : : : : : : T — 6. Park S-P and Kwon S-H. J Clin Neurol 2008;4(3):99-106.
- . Gl U (33.8) . ' . ! ) ~0.1(1.7) 7. Eddy CM, et al. J Clin Psychopharmacol 2012;32(3):362-375.
Number of prior ASMSa’ median (range) 3.0 (0’ 12) Pyrexia 21 (30 9) Patients <2 yegrs of age Patients 22 yeaars of age - : —0.5 1 [-0.0] 8. Briviact® (brivaracetam) US Prescribing Information. UCB Inc. 2023. www.briviact.com/briviact-PI.pdf Accessed September 16, 2024.
0-1, n (%) 24 (35.3) ) (n=127) (n=337%) S 9) -1.0 4 -0.6 (3.3) -0.6 (2.2) 9. Briviact® (brivaracetam) EU Summary of Product Characteristics. UCB Pharma SA. 2024. www.ema.europa.eu/en/documents/product-information/briviact-epar-
H H H E| ~ ' [-0.2] [-0.2] product-information_en.pdf Accessed September 16, 2024.
2-4, n (%) 24 (35.3) 20 - Due to any reason Upper respiratory tract infection 17(25.0) Q1 £ —15 -1.1 (3.4) ~1.2(2.2) -1.2 (3.8) 10. Lagae L, et al. Epilepsia 2023;64(11):2934-2946.
> 0, Due to TEAEs? Vomiting 17 (25-0) i i b ol @ [-0.3] [-0.5] [-0.3] UCB Pharma-sponsored. UCB Pharma was involved in the design of the study, the collection, analysis, and interpretation of data, and review of the poster. The authors
__5’ n (%) . . . . 20 (29.4) Due to lack of efficacy? . 100 - Seizure freedom (all seizure types) E’ = 20 thank the patients and their caregivers in addition to the investigators and their teams who contributed to this trial. The authors acknowledge Bobby Jacob, PharmD
Prior and ongoing medical conditions®< reported by =20% of patients, n (%) Censored data Pharyngitis 13 (19.1) — (UCB Pharma, Smyrna, GA, USA) for managing the development of the poster, and Michaela Fuchs, PhD (Evidence Scientific Solutions Ltd., Horsham, UK) for writing
. . ece o —-2.5 4-2.2(6.0) -2.2 (3.3) assistance, which was funded by UCB Pharma. Author contributions: C de la Loge, S EImoufti, J-P Elshoff, B Moseley, K Pucylowski, and D Bourikas designed the study.
Any medical conditions 63 (92.6) 0 . . . : . . . . . . . } . . . . . . . i Gastroenteritis 11 (16.2) —_ 80 - [-0.3] [-0.5] All authors analyzed and interpreted the data. All authors critically reviewed the poster and approved the final version for presentation. Author disclosures: L Lagae
. . ° v -3.0 - received grants and is a consultant and/or speaker for Eisai, Epihunter, GW Pharma, LivaNova, Novartis, Shire, Takeda/Ovid, and UCB Pharma. C de la Loge is
Nervous system disorders 38 (55.9) 0 3 6 12 18 24 30 36 42 48 54 60 Pneumonia 11 (16.2) S 60 - Aggressive  Anxious/  Attention Rule-breaking Social Somatic  Thought Withdrawn/ contracted by UCB Pharma. S Elmoufti, J-P Elshoff, B Moseley, K Pucylowski, and D Bourikas are employees of UCB Pharma and have received stocks from their employment.
Congenital, familial, and genetic disorders 28 (41.2) Time (months . [0} behavior depressed problems behavior problems complaints problems depressed
Infe?:tions ;nd infes,tatio:s 22 (32 4) ( ) Dr"'g'related TEAEs® reported by 23 patients g 40 - For a copy of this poster, use your smartphone to scan the QR code, download from the website below,
: - =] Only includ tients with baseli d >1 post-baseli It. Baseline dat btained from th trial ing visit. Medi isit th B ical affai h h hibi B ®
Psvchiatric disord 21 (30.9 One month was defined as 30 days. Patients completing the trial were censored at the end of BRV treatment. 2Patients who Aggression 5(7.4) § tir?\z éch:stesz?uftri}on Cv”as 6?95?;2?&?12 for ngsL 1.a5§§ IF:=rf§)uanda95.e3"rfon?h2 \f,;?rgB()CLaéTfB (:10=n2]0).eCcE?Crﬁ, gﬁilgclgzigl\/nigrvgeckl'iastl;an visit the UCB medical affairs booth at the exhibit, or contact UCBCares
SycC iatric disorders ( . ) discontinued for reasons other than TEAEs were censored; bPatients who discontinued for reasons other than lack of efficacy were Decreased appetite 3 (4 4) 20 A PGS, primary generalized seizures; SMD, standardized mean difference. Website: UCBposters.com/AES2024; Poster ID: AES2024-2.362
Gastrointestinal disorders 16 (235) censored. PGS, primary generalized seizures; TEAE, treatment-emergent adverse event. : PP ( . ) 0 3.7 Mean Changes from base"ne to last evaluation in AChenbaCh CBCL 1 5 5 . Phone: +1-844-599-CARE (2273)
Respiratory, thoracic, and mediastinal disorders 14 (20.6 . . . Fatigue 3(44 0 ' ! ) - 0 il:
piraTory, “horad%, ° (20.6) - Kaplan-Meier—estimated retention on BRV at 12, 36, and 60 months was Patients <2 years of age Patients >2 years of age syndrome scores fluctuated around 0 and were of minimal or small amplitude. Fmall: UCBCares@uch.com
Patients with PGS had a wide range of epileptic syndromes reported on eCRF (genetic testing was not commonplace when the core trials started enrollment). 2Any ASMs that started prior to 0, 0, 0 H Som nOIence 3 (44) (n: 14) (n=54)
first dose of trial drug and with stop dates before date of first dose in N01266 (direct enrollers), or any ASMs that started and stopped prior to first dose in core trial (long-term follow-up 61 8 /ol 477 /ol and 433 /OI respeCtlve|Y-

patients); PIncluded both resolved and ongoing medical conditions at day of first BRV dose in core trials (long-term follow-up patients) or at day of first BRV dose in N01266 (direct enrollers); .. . . . . . aMedical Dictionary for Regulatory Activities Version 18.1 Preferred Term. PGS, primary generalized seizures; ¢ Mean Changes from base“ne tO -laSt evaluat|0n in AChenbaCh CBCL 6'18 raw American Epllepsy SOClety 78th Annual Meetlng
cMedical Dictionary for Regulatory Activities Version 18.1 System Organ Class. ASM, antiseizure medication; PGS, primary generalized seizures. eCRF, electronic case report form. « Similar proportlons of patlents discontinued due to TEAEs or lack of efﬁcacy. TEAE, treatment-emergent adverse event. aNumber of patients with available data; PDuring the entire evaluation period. PGS, primary generalized seizures. Syndrome scores showed small Improvements for most Synd romes. Los Angeles, CA, USA I December 6—10, 2024
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