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Informacion
Identificador Cod. Protocolo
2025-522775-29-00 (CTIS) XPF-010-B301

Areaterapéutica
Psiquiatria y Psicologia [F] - Desérdenes mentales [FO3]|

Enfermedad investigada
Depressive episodes associated with Bipolar disorder | or Il (Bipolar Depression)

Titulo Cientifico

A Phase 3, Randomized, Double-blind, Placebo-Controlled, Multicenter Study to Evaluate the Efficacy and Safety of
Azetukalner in Depressive Episodes Associated With Bipolar | or Il Disorder (Bipolar Depression)




Identificador 2025-522775-29-00 (CTIS)
ﬂ E z < Fecha autorizacion 13/03/2026
Estado Interrumpido

REGISTRO ESPANOL DE ENSAYOS CLINICOS Pagina 2 de 12

Justificacion
No aportado

Objetivo Principal
To assess the efficacy and safety of 20 mg azetukalner QD versus placebo for the treatment of bipolar depression.

Variables de Evaluacion Primaria
Change from baseline in the MADRS total score at Week 6.

Momentos temporales de evaluacién primaria
No aportado

Objetivo Secundario

To assess clinician-perceived efficacy of 20 mg azetukalner once daily VS placebo for the treatment of bipolar
depression; To assess the rapidity of efficacy onset of 20 mg azetukalner once daily VS placebo for the treatment of
bipolar depression; and To assess the efficacy of 20 mg azetukalner once daily VS placebo for the treatment of
anhedonia.

Variables de Evaluacion Secundaria

Change from baseline in the CGI-S score at Week 6.
Change from baseline in the MADRS total score at Week 1.
Change from baseline in the SHAPS total score at Week 6.

Momentos temporales de evaluacién secundaria
No aportado

Criterios de Inclusién

3. Adults 18 and 74 years of age who experienced their first major depressive episode (MDE) prior to 50 years of
age.

4. Body Mass Index (BMI) 18 kg/m2 and 40 kg/m2.

5. Meets the Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition, Text Revision (DSM-5-TR) criteria
for bipolar | or Il disorder and is currently in a MDE, confirmed using the Mini International Neuropsychiatric Interview
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(MINI).
6. Current MDE must has a duration of 4 weeks and 12 months.

Criterios de Exclusioén

1. Participant has any type of MDD, including MDD with psychotic features, MDD with catatonia, MDD with seasonal
pattern, or postpartum depression. 27. Participant is pregnhant, breastfeeding, or planning to become pregnant. 2.
Participant has any nonbipolar psychiatric diagnosis. 3. Participant has a substance use disorder (excluding tobacco)
within the 6 months prior to screening visit. 5. Participant has a YMRS score >12 points at screening visit or
randomization. 6. Participant has been hospitalized for mania within the 30 days prior to screening visit. 7. Participant
is considered treatment-resistant in the current bipolar depressive episode, defined as having treatment resistance
(no remission) to 2 different medications approved by the regional regulatory authority at an adequate dose (per
regulatory-approved label) and for an adequate duration (at least 6 weeks). 9. Participant has had an active suicidal
plan/intent prior to screening, presence of suicidal behavior. 11. Participant has used antidepressants, mood
stabilizers, anticonvulsants, antipsychotics, or other prohibited medications within the 1 week prior to randomization
or within a period less than 5-times the drug's half-life prior to randomization, whichever is longer. Participants with
medical conditions that may interfere with the purpose or conduct of the study.

Calendario

(Ultima actualizacion: 26/09/2026)

Autorizacion Inicio de Inclusiéon Interrumpido Reiniciado
Ensayo Primer Paciente
13/03/2026 y 11/09/2026 No aportado
05/06/2026 No aportado
Fin de Fin prematuro Fin prematuro Fin del ensayo Fin del ensayo

reclutamiento

No aportado

(Espafia)

No aportado

(Global)

No aportado

en Espafia

No aportado

global

No aportado
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Centros

Hospital Alvaro Cunqueiro

Vigo

Psychiatry

Hospital Universitario De Salamanca

Salamanca

Psychiatry

Instituto De Investigaciones
Neuropsiquiatricas Doctor Lopez Ibor
S.A.

Madrid

Psychiatry
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Hospital General Universitario Gregorio
Maranon

Madrid

Psychiatry

Hospital Universitario Infanta Elena

Madrid

Psychiatry

University Hospital Son Espases

Palma

Psychiatry
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Medicamentos

XPF-010
CAPSULE
ORAL

Cdédigo ATC: NO3AX - OTROS ANTIEPILEPTICOS
Principios Activos: N/A

Experimental

Sin resultados
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Information

Identifier Protocol Code
2025-522775-29-00 (CTIS) XPF-010-B301

Therapeutic area
Psychiatry and Psychology [F] - Mental Disorders [FO3]|

Investigated Disease
Depressive episodes associated with Bipolar disorder | or Il (Bipolar Depression)

Scientific Title

A Phase 3, Randomized, Double-blind, Placebo-Controlled, Multicenter Study to Evaluate the Efficacy and Safety of
Azetukalner in Depressive Episodes Associated With Bipolar | or Il Disorder (Bipolar Depression)
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Rationale
Not provided

Main Objective
To assess the efficacy and safety of 20 mg azetukalner QD versus placebo for the treatment of bipolar depression.

Primary Endpoints
Change from baseline in the MADRS total score at Week 6.

Temporary moments of secondary assessment
Not provided

Secondary Objective

To assess clinician-perceived efficacy of 20 mg azetukalner once daily VS placebo for the treatment of bipolar
depression; To assess the rapidity of efficacy onset of 20 mg azetukalner once daily VS placebo for the treatment of
bipolar depression; and To assess the efficacy of 20 mg azetukalner once daily VS placebo for the treatment of
anhedonia.

Secondary Endpoints

Change from baseline in the CGI-S score at Week 6.
Change from baseline in the MADRS total score at Week 1.
Change from baseline in the SHAPS total score at Week 6.

Temporary moments of secondary assessment
Not provided

Inclusion criteria

3. Adults 18 and 74 years of age who experienced their first major depressive episode (MDE) prior to 50 years of
age.

4. Body Mass Index (BMI) 18 kg/m2 and 40 kg/m2.

5. Meets the Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition, Text Revision (DSM-5-TR) criteria
for bipolar | or Il disorder and is currently in a MDE, confirmed using the Mini International Neuropsychiatric Interview
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(MINI).
6. Current MDE must has a duration of 4 weeks and 12 months.

Exclusion criteria

1. Participant has any type of MDD, including MDD with psychotic features, MDD with catatonia, MDD with seasonal
pattern, or postpartum depression. 27. Participant is pregnhant, breastfeeding, or planning to become pregnant. 2.
Participant has any nonbipolar psychiatric diagnosis. 3. Participant has a substance use disorder (excluding tobacco)
within the 6 months prior to screening visit. 5. Participant has a YMRS score >12 points at screening visit or
randomization. 6. Participant has been hospitalized for mania within the 30 days prior to screening visit. 7. Participant
is considered treatment-resistant in the current bipolar depressive episode, defined as having treatment resistance
(no remission) to 2 different medications approved by the regional regulatory authority at an adequate dose (per
regulatory-approved label) and for an adequate duration (at least 6 weeks). 9. Participant has had an active suicidal
plan/intent prior to screening, presence of suicidal behavior. 11. Participant has used antidepressants, mood
stabilizers, anticonvulsants, antipsychotics, or other prohibited medications within the 1 week prior to randomization
or within a period less than 5-times the drug's half-life prior to randomization, whichever is longer. Participants with
medical conditions that may interfere with the purpose or conduct of the study.

Calendar

(Last Update: 26/09/2026)

Authorization Start of Trial First patient Halted Restarted
inclusion
13/03/2026 05/06/2026 11/09/2026 Not aported
Not aported
End of Premature end Premature End Trial end Trial end
recruitment (Spain) (Global) (Spain) (Global)

Not aported

Not aported

Not aported

Not aported

Not aported



Identifier 2025-522775-29-00 (CTIS)
n E z C Authorization date 13/03/2026
State Halted

REGISTRO ESPANOL DE ENSAYOS CLINICOS Page 10 of 12

Sponsor

Ceim




R€cc

REGISTRO ESPANOL DE ENSAYOS CLINICOS

Hospital Alvaro Cunqueiro

Vigo

Psychiatry

Hospital Universitario De Salamanca

Salamanca

Psychiatry

Instituto De Investigaciones
Neuropsiquiatricas Doctor Lopez Ibor
S.A.

Madrid

Psychiatry
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Hospital General Universitario Gregorio
Maranon

Madrid

Psychiatry

Hospital Universitario Infanta Elena

Madrid

Psychiatry

University Hospital Son Espases

Palma

Psychiatry
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Medication

XPF-010
CAPSULE
ORAL

ATC code: NO3AX - OTROS ANTIEPILEPTICOS
Active Principles: N/A

Experimental

No results




