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Informacion
Identificador Cod. Protocolo
2024-515593-27-00 (CTIS) BGB-11417-302

Areaterapéutica
Enfermedades [C] - Cancer [C04]|

Enfermedad investigada
relapsed or refractory mantle cell ymphoma (R/R MCL)

Titulo Cientifico

A Phase 3 Randomized Double-Blind Multicenter Study of Sonrotoclax Plus Zanubrutinib Versus Placebo Plus
Zanubrutinib in Patients With Relapsed/Refractory Mantle Cell Lymphoma
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Justificacion
No aportado

Objetivo Principal

To demonstrate superiority of sonrotoclax plus zanubrutinib over placebo plus zanubrutinib as measured by
progression-free survival (PFS) determined by a blinded independent review committee (BIRC).

Variables de Evaluacién Primaria

Progression-free survival (PFS), as assessed by blinded independent review committee (BIRC), defined as the time
from randomization to the date of progression or death, whichever occurs first.

Momentos temporales de evaluacion primaria
No aportado

Objetivo Secundario

To compare the efficacy of sonrotoclax plus zanubrutinib with that of placebo plus zanubrutinib as measured by
overall survival (OS).

To evaluate efficacy, as measured by the following: 1) Progression-free survival (PFS) determined by investigator. 2)
Overall response rate (ORR), as determined by blinded independent review committee (BIRC) and by investigator
assessment, per Lugano 2014 criteria. 3) Complete response rate (CRR), as determined by BIRC and by
investigator. 4) Duration of response (DOR), as determined by BIRC and by investigator. 5) Time to first response,
as determined by BIRC and by investigator.

To evaluate patient-reported disease and treatment symptoms.

To evaluate safety and tolerability.

Variables de Evaluacion Secundaria

Overall survival (OS), defined as the time from randomization to the date of death from any cause.

Progression-free survival (PFS) as determined by investigator.

Overall response rate (ORR) as determined by BIRC and by investigator per the Lugano 2014 criteria. ORR is
defined as the proportion of patients who achieved a best overall response of partial response or complete response
(CR).

Duration of response (DOR) as determined by BIRC and by investigator. It is defined as the time from the first
qualifying response to the date of progression or death, whichever occurs first.

Complete response rate (CRR), as determined by BIRC and by investigator. It is defined as the proportion of patients
who achieved a best overall response of CR.

Time to first response as determined by BIRC and by investigator. It is defined as time from randomization to first
response.

Time to initiation of new anticancer therapy.
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Patient-reported symptom burden and physical condition/fatigue as measured by the European Organisation of
Research and Treatment of Cancer-Quality of Life Questionnaire Non-Hodgkin Lymphoma High Grade Module 29
(EORTC-QLQ-NHL-HG29) questionnaire, and global health status (GHS) and physical function as measured by the
European Organisation of Research and Treatment of Cancer-Quality of Life Questionnaire Core 30 (EORTC-QLQ-
C30).

Incidence and severity of treatment-emergent adverse events (TEAE)s graded according to National Cancer Institute
Common Terminology Criteria for Adverse Events (NCI-CTCAE) v5.0

Momentos temporales de evaluacion secundaria
No aportado

Criterios de Inclusién

Histologically confirmed diagnosis of MCL based on the World Health Organization 2022 classification of
Haematolymphoid Tumors (WHOHAEMS), or based on International Consensus Classification (ICC) Received 1 to 5
prior lines of systemic therapy including an anti-CD20 monoclonal antibody (mAb)-based immunotherapy or
chemoimmunotherapy and requiring treatment in the opinion of the investigator Relapsed or refractory disease after
the last line of therapy Measurable disease defined as 1 nodal lesion that is > 1.5 cm in longest diameter, or 1
extranodal lesion that is > 1 cm in longest diameter Eastern Cooperative Oncology Group (ECOG) Performance
Status of 0 to 2 Adequate organ function

Criterios de Exclusioén

Prior therapy with B-cell ymphoma-2 inhibitor

Prior therapy with covalent or non-covalent Bruton tyrosine kinase inhibitor (BTKi) unless the participant was
intolerant of non-zanubrutinib covalent or non-covalent BTKi

Prior autologous stem cell transplantation or chimeric antigen receptor T-cell therapy within 3 months before first
dose of study drug

Prior allogeneic stem cell transplant within 6 months of the first dose of the study drug

Known central nervous system involvement by lymphoma

Clinically significant cardiovascular disease

History of stroke or intracranial hemorrhage within 6 months before first dose of study drug
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Autorizacion

21/04/2025

Fin de
reclutamiento

No aportado

(Ultima actualizacion: 06/07/2026)

Inicio de
Ensayo

13/05/2025

Fin prematuro
(Espafia)

No aportado

Inclusiéon
Primer Paciente

23/05/2025

Fin prematuro
(Global)

No aportado

Interrumpido

No aportado

Fin del ensayo
en Espafia

No aportado

Reiniciado

No aportado

Fin del ensayo
global

No aportado

Promotor

BeOne Medicines AG Switzerland

Aeschengraben 27

Contact Person
BeOne Medical Officer
+18778285568

clinicaltrials@beonemed.com

Monetary support: N/A

Tipo de promotor: Comercial
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Ceim
CEIm Regional de la Comunidad de Madrid
C/ Aduana 29 32 planta 28013 Madrid
comite.regional@salud.madrid.org
913702824
Centros

Hospital Clinic De Barcelona Hospital Universitario Fundacion

Jimenez Diaz
Barcelona

Madrid

Hematology
Hematology

Hospital Universitario Puerta De Hierro Institut Catala D&acute;oncologia
De Majadahonda

L'hospitalet De Llobregat
Majadahonda

Hematology
Hematology
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Zanubrutinib
CAPSULE
ORAL

Principios Activos: N/A

BGB-11417
FILM-COATED TABLET
ORAL

Principios Activos: N/A

BGB-11417
FILM-COATED TABLET
ORAL

Principios Activos: N/A
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Medicamentos

BGB-11417
FILM-COATED TABLET
ORAL

Principios Activos: N/A

Experimental

BGB-11417
FILM-COATED TABLET
ORAL

Principios Activos: N/A

Experimental

Experimental

Sin resultados
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Experimental

Experimental
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Information

Identifier Protocol Code
2024-515593-27-00 (CTIS) BGB-11417-302

Therapeutic area
Diseases [C] - Cancer [C04]|

Investigated Disease
relapsed or refractory mantle cell ymphoma (R/R MCL)

Scientific Title

A Phase 3 Randomized Double-Blind Multicenter Study of Sonrotoclax Plus Zanubrutinib Versus Placebo Plus
Zanubrutinib in Patients With Relapsed/Refractory Mantle Cell Lymphoma
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Rationale
Not provided

Main Objective

To demonstrate superiority of sonrotoclax plus zanubrutinib over placebo plus zanubrutinib as measured by
progression-free survival (PFS) determined by a blinded independent review committee (BIRC).

Primary Endpoints

Progression-free survival (PFS), as assessed by blinded independent review committee (BIRC), defined as the time
from randomization to the date of progression or death, whichever occurs first.

Temporary moments of secondary assessment
Not provided

Secondary Objective

To compare the efficacy of sonrotoclax plus zanubrutinib with that of placebo plus zanubrutinib as measured by
overall survival (OS).

To evaluate efficacy, as measured by the following: 1) Progression-free survival (PFS) determined by investigator. 2)
Overall response rate (ORR), as determined by blinded independent review committee (BIRC) and by investigator
assessment, per Lugano 2014 criteria. 3) Complete response rate (CRR), as determined by BIRC and by
investigator. 4) Duration of response (DOR), as determined by BIRC and by investigator. 5) Time to first response,
as determined by BIRC and by investigator.

To evaluate patient-reported disease and treatment symptoms.

To evaluate safety and tolerability.

Secondary Endpoints

Overall survival (OS), defined as the time from randomization to the date of death from any cause.

Progression-free survival (PFS) as determined by investigator.

Overall response rate (ORR) as determined by BIRC and by investigator per the Lugano 2014 criteria. ORR is
defined as the proportion of patients who achieved a best overall response of partial response or complete response
(CR).

Duration of response (DOR) as determined by BIRC and by investigator. It is defined as the time from the first
qualifying response to the date of progression or death, whichever occurs first.

Complete response rate (CRR), as determined by BIRC and by investigator. It is defined as the proportion of patients
who achieved a best overall response of CR.

Time to first response as determined by BIRC and by investigator. It is defined as time from randomization to first
response.

Time to initiation of new anticancer therapy.
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Patient-reported symptom burden and physical condition/fatigue as measured by the European Organisation of
Research and Treatment of Cancer-Quality of Life Questionnaire Non-Hodgkin Lymphoma High Grade Module 29
(EORTC-QLQ-NHL-HG29) questionnaire, and global health status (GHS) and physical function as measured by the
European Organisation of Research and Treatment of Cancer-Quality of Life Questionnaire Core 30 (EORTC-QLQ-
C30).

Incidence and severity of treatment-emergent adverse events (TEAE)s graded according to National Cancer Institute
Common Terminology Criteria for Adverse Events (NCI-CTCAE) v5.0

Temporary moments of secondary assessment
Not provided

Inclusion criteria

Histologically confirmed diagnosis of MCL based on the World Health Organization 2022 classification of
Haematolymphoid Tumors (WHOHAEMS), or based on International Consensus Classification (ICC) Received 1 to 5
prior lines of systemic therapy including an anti-CD20 monoclonal antibody (mAb)-based immunotherapy or
chemoimmunotherapy and requiring treatment in the opinion of the investigator Relapsed or refractory disease after
the last line of therapy Measurable disease defined as 1 nodal lesion that is > 1.5 cm in longest diameter, or 1
extranodal lesion that is > 1 cm in longest diameter Eastern Cooperative Oncology Group (ECOG) Performance
Status of 0 to 2 Adequate organ function

Exclusion criteria

Prior therapy with B-cell ymphoma-2 inhibitor

Prior therapy with covalent or non-covalent Bruton tyrosine kinase inhibitor (BTKi) unless the participant was
intolerant of non-zanubrutinib covalent or non-covalent BTKi

Prior autologous stem cell transplantation or chimeric antigen receptor T-cell therapy within 3 months before first
dose of study drug

Prior allogeneic stem cell transplant within 6 months of the first dose of the study drug

Known central nervous system involvement by lymphoma

Clinically significant cardiovascular disease

History of stroke or intracranial hemorrhage within 6 months before first dose of study drug
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(Last Update: 06/07/2026)
Authorization Start of Trial First patient Halted Restarted

21/04/2025

End of
recruitment

Not aported

13/05/2025

Premature end
(Spain)

Not aported

inclusion

23/05/2025

Premature End
(Global)

Not aported

Not aported

Trial end
(Spain)

Not aported

Not aported

Trial end
(Global)

Not aported

Sponsor

BeOne Medicines AG Switzerland
Aeschengraben 27

Contact Person

BeOne Medical Officer
+18778285568

clinicaltrials@beonemed.com

Monetary support: N/A

Sponsor type: Commercial

Ceim

CEIm Regional de la Comunidad de Madrid
C/ Aduana 29 32 planta 28013 Madrid

comite.regional@salud.madrid.org

913702824
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Sites

Hospital Clinic De Barcelona Hospital Universitario Fundacion

Jimenez Diaz
Barcelona

Madrid

Hematology
Hematology

Hospital Universitario Puerta De Hierro Institut Catala D&acute;oncologia
De Majadahonda

L'hospitalet De Llobregat
Majadahonda

Hematology
Hematology
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Zanubrutinib BGB-11417
CAPSULE FILM-COATED TABLET
ORAL ORAL
Active Principles: N/A Active Principles: N/A
Experimental Experimental
BGB-11417 BGB-11417
FILM-COATED TABLET FILM-COATED TABLET
ORAL ORAL
Active Principles: N/A Active Principles: N/A
Experimental Experimental
BGB-11417
FILM-COATED TABLET
ORAL
Active Principles: N/A
Experimental

No results




