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Table 1: Summary of design of clinical studies including the number of patients by age group with at least one IMP administration.
	Study number [ref.]
	Type of study
	Study design
	ESL dosage regimen
	Duration of treatment
	Number of patients (elderly)a

	BIA-2093-201 [1]
	Safety and efficacy of ESL as adjunctive therapy in patients with refractory focal epilepsy
ESL PK

	DB, randomized, placebo controlled
	w 1-4
	400 mg QD
200 mg BID
	12 weeks 
	96 (0)

	
	
	
	w 5-8
	800 mg QD
400 mg BID
	
	

	
	
	
	w 9-12
	1200 mg QD
600 mg BID
	
	

	BIA-2093-301 [2]
	Efficacy, safety and tolerability of ESL vs placebo as adjunctive therapy in patients with refractory focal epilepsy
Drug-drug PK interactions 
Health-related QOL and depressive symptoms
	Part I
Parallel-group, randomized, placebo controlled
2-week titration
12-week maintenance
4-week tapering-off
Part II – IV
OLE
	Part I
400, 800, 1200 mg QD
Part II – IV
400 to 1200 mg QD
	Part I: 18 weeks
Part II: 52 weeks
Part III: 52 weeks
	375 (5)

	BIA-2093-302 [3]
	Efficacy, safety and tolerability of ESL vs placebo as adjunctive therapy in patients with refractory focal epilepsy.
Drug-drug PK interactions
Health-related QOL and depressive symptoms
	Part I
Parallel-group, randomized, placebo controlled
2-week titration
12-week maintenance
Part II
1-year OLE
	Part I
400, 800, 1200 mg QD
Part II
400 to 1200 mg QD

	Part I: 14 weeks
Part II: 52 weeks
	383 (6)

	BIA-2093-303 [4]
	Efficacy, safety and tolerability of ESL vs placebo as adjunctive therapy in patients with refractory focal epilepsy
Drug-drug PK interactions 
Health-related QOL and depressive symptoms
	Part I
Parallel-group, randomized, placebo controlled
2-week titration
12-week maintenance
4-week tapering-off
Part II
1-year OLE
	Part I
800, 1200 mg QD
Part II
400 to 1200 mg QD
	Part I: 18 weeks
Part II: 52 weeks

	226 (3)

	BIA-2093-304 [5]
	Efficacy, safety and tolerability of ESL vs placebo as adjunctive therapy in patients with refractory focal epilepsy
Drug-drug PK interactions 
Health-related QOL and depressive symptoms
	Part I
Parallel-group, randomized, placebo controlled
8-week baseline
2-week titration
12-week maintenance
4-week tapering-off
	800 mg QD
1200 mg QD
	22 weeks

	409 (7)

	BIA-2093-311 [6]
	Efficacy and safety of ESL as monotherapy in newly diagnosed adult epileptic patients
Health-related QOL and
depressive symptoms
	Part I
Randomized, double-blind, double dummy, active controlled, parallel group (CBZ-CR)
	800 mg QD
1200 mg QD
1600 mg QD
CBZ-CR 200 mg BID, 400 mg BID, 600 mg BID
	55 to 300 weeks
	374 (27)

	BIA-2093-401 [7]
	Safety, tolerability and efficacy of ESL as adjunctive therapy in patients ≥65 years with focal epilepsy
	Multinational phase III study open-label
	400 mg QD
800 mg QD
1200 mg QD
	26 weeks
	72 (72)

	a Number of patients by age group with at least one IMP administration (safety population).
BID: twice daily; CBZ-CR: carbamazepine controlled release; DB: double blind; ESL: eslicarbazepine acetate; IMP: investigational medicinal product; OLE: open-label extension; PK: pharmacokinetics; QD: once daily; QOL: quality of life; w: week.
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