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Informacion
Identificador Cod. Protocolo
2023-505789-27-00 (CTIS) No aportado

Areaterapéutica
Enfermedades [C] - Hematologia [C15]]|

Enfermedad investigada
Relapsed or Refractory Non-Hodgkin Lymphoma

Titulo Cientifico

A Modular Phase Il, Single-arm, Multicenter, Open-label Study to Evaluate the Efficacy and Safety of Surovatamig
(AZD0486) in Participants with Relapsed or Refractory B-cell Non-Hodgkin Lymphoma (SOUNDTRACK-B) )
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Justificacion
No aportado

Objetivo Principal

To evaluate the efficacy of surovatamig (AZD0486) single therapy administered at the Recommended Phase 2 Dose
(RP2D) in relapsed or refractory B-cell NHL

Variables de Evaluacién Primaria

ORR, defined as the proportion of participants achieving either a PR or CR based on Lugano 2014 Response
Criteria as determined by an IRC

Momentos temporales de evaluacion primaria
No aportado

Objetivo Secundario

1. To assess the safety and tolerability of surovatamig

2.To further evaluate the efficacy of surovatamig by assessment of DoR and CR rate

3. To evaluate ORR and CR rate

4. To evaluate the efficacy of surovatamig by evaluation of additional efficacy measures based on Lugano 2014
Response Criteria

5. To characterize the PK of surovatamig

6. To describe the incidence of immunogenicity

7. To evaluate patient-reported tolerability of surovatamig, including severity of key treatment-related symptoms and
overall side-effect burden

8. To evaluate patient-reported severity of key disease-related symptoms, as well as the impact of disease on
lymphoma-specific concerns and general HRQoL, while on surovatamig

9.Evaluate the impact of surovatamig on MRD-negative CR rate

Variables de Evaluacion Secundaria

1. Safety and tolerability of surovatamig - incidence, nature, and severity of AES/SAES/AESI, changes in laboratory
data, vital signs, and ECGs compared with baseline, incidence and nature of study drug discontinuation, dose
reduction, and dose delay due to AEs

. Efficacy - DoR and CR, ORR and CR rates

. Efficacy - DoCR, TTR, EFS, PFS, TTNT, OS

. PK - PK parameters such as such as Cmax, Tmax, Ctrough of surovatamig (at predefined intervals)

. Immunogenicity -pre-existing and induced ADA for surovatamig

. PROs - difference in severity levels in fatigue, pain, cognition and overall side-effect burden

. MRD-negative CR rate

NOoO b~ WN



Identificador 2023-505789-27-00 (CTIS)
ﬂ E z < Fecha autorizacion 18/02/2025
Estado Reclutando

REGISTRO ESPANOL DE ENSAYOS CLINICOS Pagina 3 de 10

Momentos temporales de evaluacidon secundaria
No aportado

Criterios de Inclusién

1. Participant must be 18 years old and above at the time of signing the ICF.

2. ECOG performance status of O to 2

3. Relapsed or refractory disease after at least 2 prior lines of systemic therapy

4. Histologically confirmed diagnosis of B-NHL, based on local pathology report, as determined by WHO 2022
classification

5. FDG-avid and measurable disease

6. Adequate liver, hematological, renal and cardiac function.

The above is a summary, other inclusion criteria details may apply

Criterios de Exclusion

1. Diagnosis of chronic lymphocytic leukemia, Burkitt lymphoma, or Richters transformation

2. Active CNS involvement by B-NHL.

3. Leukemic presentation of disease

4. Prior neurotoxicity/ICANS or CRS

5. History or presence of clinically relevant CNS pathology (based on investigator assessment)

6. Prior allogeneic HSCT or solid organ transplantation within 24 weeks of first planned dose of surovatamig
The above is a summary, other exclusion criteria details may apply

Calendario

(Ultima actualizacion: 01/04/2026)

Autorizacion Inicio de Inclusiéon Interrumpido Reiniciado
Ensayo Primer Paciente
18/02/2025 i No aportado No aportado
09/05/2025 31/12/2025
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 Universitari Vall D Hebron Hospital Universitario Fundacion

Jimenez Diaz
Barcelona

Madrid

Hematolog&iacute;a

Hematolog&iacute;a

Hospital Universitario Quironsalud
Madrid

Pozuelo De Alarcon

Hematolog&iacute;a

AZD0486 AZD0486
SOLUTION FOR INFUSION SOLUTION FOR INFUSION
INTRAVENOUS INFUSION INTRAVENOUS INFUSION
Principios Activos: N/A Principios Activos: N/A
Experimental Experimental

Sin resultados
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Information

Identifier Protocol Code
2023-505789-27-00 (CTIS) No aportado

Therapeutic area
Diseases [C] - Hemic and Lymphatic Diseases [C15]|

Investigated Disease
Relapsed or Refractory Non-Hodgkin Lymphoma

Scientific Title

A Modular Phase Il, Single-arm, Multicenter, Open-label Study to Evaluate the Efficacy and Safety of Surovatamig
(AZD0486) in Participants with Relapsed or Refractory B-cell Non-Hodgkin Lymphoma (SOUNDTRACK-B) )
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Rationale
Not provided

Main Objective

To evaluate the efficacy of surovatamig (AZD0486) single therapy administered at the Recommended Phase 2 Dose
(RP2D) in relapsed or refractory B-cell NHL

Primary Endpoints

ORR, defined as the proportion of participants achieving either a PR or CR based on Lugano 2014 Response
Criteria as determined by an IRC

Temporary moments of secondary assessment
Not provided

Secondary Objective

1. To assess the safety and tolerability of surovatamig

2.To further evaluate the efficacy of surovatamig by assessment of DoR and CR rate

3. To evaluate ORR and CR rate

4. To evaluate the efficacy of surovatamig by evaluation of additional efficacy measures based on Lugano 2014
Response Criteria

5. To characterize the PK of surovatamig

6. To describe the incidence of immunogenicity

7. To evaluate patient-reported tolerability of surovatamig, including severity of key treatment-related symptoms and
overall side-effect burden

8. To evaluate patient-reported severity of key disease-related symptoms, as well as the impact of disease on
lymphoma-specific concerns and general HRQoL, while on surovatamig

9.Evaluate the impact of surovatamig on MRD-negative CR rate

Secondary Endpoints

1. Safety and tolerability of surovatamig - incidence, nature, and severity of AES/SAES/AESI, changes in laboratory
data, vital signs, and ECGs compared with baseline, incidence and nature of study drug discontinuation, dose
reduction, and dose delay due to AEs

. Efficacy - DoR and CR, ORR and CR rates

. Efficacy - DoCR, TTR, EFS, PFS, TTNT, OS

. PK - PK parameters such as such as Cmax, Tmax, Ctrough of surovatamig (at predefined intervals)

. Immunogenicity -pre-existing and induced ADA for surovatamig

. PROs - difference in severity levels in fatigue, pain, cognition and overall side-effect burden

. MRD-negative CR rate

NOoO b~ WN
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Temporary moments of secondary assessment
Not provided

Inclusion criteria

1. Participant must be 18 years old and above at the time of signing the ICF.

2. ECOG performance status of O to 2

3. Relapsed or refractory disease after at least 2 prior lines of systemic therapy

4. Histologically confirmed diagnosis of B-NHL, based on local pathology report, as determined by WHO 2022
classification

5. FDG-avid and measurable disease

6. Adequate liver, hematological, renal and cardiac function.

The above is a summary, other inclusion criteria details may apply

Exclusion criteria

1. Diagnosis of chronic lymphocytic leukemia, Burkitt lymphoma, or Richters transformation

2. Active CNS involvement by B-NHL.

3. Leukemic presentation of disease

4. Prior neurotoxicity/ICANS or CRS

5. History or presence of clinically relevant CNS pathology (based on investigator assessment)

6. Prior allogeneic HSCT or solid organ transplantation within 24 weeks of first planned dose of surovatamig
The above is a summary, other exclusion criteria details may apply

Calendar

(Last Update: 01/04/2026)

Authorization

18/02/2025

End of
recruitment

Not aported

Start of Trial
09/05/2025

Premature end
(Spain)

Not aported

First patient
inclusion

31/12/2025

Premature End
(Global)

Not aported

Halted
Not aported

Trial end
(Spain)

Not aported

Restarted

Not aported

Trial end
(Global)

Not aported
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Sponsor
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Sites

Hospital Universitari Vall D Hebron Hospital Universitario Fundacion

Jimenez Diaz
Barcelona

Madrid

Hematolog&iacute;a

Hematolog&iacute;a

Hospital Universitario Quironsalud
Madrid

Pozuelo De Alarcon

Hematolog&iacute;a

AZD0486 AZD0486
SOLUTION FOR INFUSION SOLUTION FOR INFUSION
INTRAVENOUS INFUSION INTRAVENOUS INFUSION
Active Principles: N/A Active Principles: N/A
Experimental Experimental

No results




