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I. SK바이오팜

 성장 연혁 및 자회사 현황

 핵심역량



SK바이오팜
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국내제약사최초로美 FDA NDA 승인을독자적으로획득한글로벌종합제약사
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II. 뇌전증 (Epilepsy)

 뇌전증 개요

 뇌전증 시장 및 미충족 수요



 Imbalance in excitatory and inhibitory activity in brain 
 Unprovoked and recurrent seizures

 Seizure : a sudden rush of electrical activity in the brain
 Cause of epilepsy : Unknown (60~70%) 

 4th most common neurological disorder in US

 Prevalence rate : ~0.5% (1/200) 
 Most commonly diagnosed age (≤20 or ≥ 65)

 Treatment 
 Brain surgery
 Ketogenic diet
 Vagus nerve stimulator
 Anti-epileptic drugs  
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뇌전증(Epilepsy)

간질성 발작이 특정한 이유 없이 반복적이고 지속적으로 일어나는 질환

3.4M (USA)

65M (Global)

0.36M 
(Korea)

6M (EU)



 Expanding Market size 1)

 Increasing trend from $8.4 B (2017) to $ 9.5 B (2022) with CAGR 2.7%  

 No Improvement in Seizure-free rate  

 Despite 13 new AEDs in the past 20 years, seizure freedom rates have remained nearly the same2)

 About 36% of total epilepsy patients are still uncontrolled after using 1-3 AEDs2)

 Seizure-free rate impacts patients’ QoL
 Patients with ≥1 seizure in the past 5 years4)

- 3x more likely to have poor health & overall limitations in life 
- 6x more likely to have depression

 Continued seizures increase a patient’s risk of SUDEP by 5x times more5)
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뇌전증(Epilepsy)

뇌전증 시장은 지속적인 성장이 전망되며 새로운 치료 방법에 대한 필요성 및 높은 미충족 수요 존재

QoL (Quality of Life) ; SUDEP (Sudden, unexpected death in epilepsy)
1) BCC research (2018) ; Decision Resources (2019) ; 2)  JAMA Neurol. 1;75(3):279-286 (2018) ; 3) N Engl J Med. 342(5):314-139 (2000) ; 

4)  Epilepsia (2017); The impact of seizures on epilepsy outcomes: A national  community-based survey ; 5) Epilepsia 52;1150–1159 (2011)



III. Cenobamate

 Cenobamate 개요

 임상 시험 (PoC, Phase II & Phase III)

 Approval Letter & Label

 경쟁력

 상업화 조직 및 전략
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Cenobamate (미국제품명 : XCOPRI®)
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Phase IIa : Proof of Concept 

Multicenter, single dose, single-blind study (NCT00616148)
Suppression of the photoparoxysmal response in photosensitivity epilepsy

Neurology 2019 ; 93 : e559-e567 

Cmax, μg/mL AUC0-t, μg/h/mL Response

1.0 – 4.0 1 – 200 1/3 (partial) 33%

4.1 – 9.0 201 – 400 4/6 (partial) 66%

9.1 – 16.0 401 - 600 2/2 (complete) 100%

[PK-PD Analysis]

 Confirmed the potential of antiepileptic effects 

 Target Cmax > 9μg/mL for robust effect
 Efficacy target dose (for Phase II) : > 100mg, QD

ITT (Intention-to-treat)
IPS (intermittent photic stimulation)
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Phase II (C013) : Efficacy Study 

Multicenter, randomized, double-blind, placebo-controlled study (NCT01397968)

Neurology 2020 ; 94 : e2311-e2322 

ITT (Intention-to-treat)
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Phase II (C013) : Efficacy Study 

Multicenter, randomized, double-blind, placebo-controlled study (NCT01397968)

Neurology 2020 ; 94 : e2311-e2322 

Median percent reduction in seizure frequency 
(Primary Endpoint)

> 50% responder rates (Secondary Endpoint)

Seizure-free 
(100% response)

Median percent reduction for focal seizure types 
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Phase II (C017) : Efficacy Study 

Lancet Neurol 2020 ; 19 : 38-48 

Multicenter, randomized, double-blind, placebo-controlled study (NCT01866111)
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Phase II (C017) : Efficacy Study 

Lancet Neurol 2020 ; 19 : 38-48 

Multicenter, randomized, double-blind, placebo-controlled study (NCT01866111)
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Phase II (C017) : Efficacy Study 

Lancet Neurol 2020 ; 19 : 38-48 

Multicenter, randomized, double-blind, placebo-controlled study (NCT01866111)
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Phase II (C017) : Efficacy Study 

Lancet Neurol 2020 ; 19 : 38-48 

Multicenter, randomized, double-blind, placebo-controlled study (NCT01866111)

Seizure-free 
(100% response)
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Phase III (C021) : Safety Study 

Epilepsia 2020 ; 61 : 1099-1108 

Multicenter, open-label study (NCT02535091)
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Phase III (C021) : Safety Study 

Epilepsia 2020 ; 61 : 1099-1108 

Multicenter, open-label study (NCT02535091)

 High retention (82.9%_1110/1339, over 6 months)
 Good tolerability

 Most AEs : CNS related
 No cases of DRESS 
 low start dose & slow titration rate may lower 

the risk of DRESS 

DRESS (Drug reaction with eosinophilia and systemic symptoms)
TEAE (Treatment-emergent adverse event)
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Approval Letter (November, 21th, 2019)  

www.fda.gov
Drug Approval Package: XCOPRI

http://www.fda.gov/
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Label : Cenobamate (미국제품명 : XCOPRI®)

www.fda.gov
Drug Approval Package: XCOPRI

http://www.fda.gov/
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Cenobamate 경쟁력

기존뇌전증치료제의미충족의료수요충족으로인한높은경쟁력확보

from SK biopharmaceuticals IR Report
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미국상업화조직및전략

from SK biopharmaceuticals IR Report

성공적출시를위한영업전략수립및미국내상업화조직구축완료, 판매진행중
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미국제품사이트 (https://www.xcopri.com)

https://www.xcopri.com/
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Thanks 


