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Informacion
Identificador Cod. Protocolo
2024-514266-39-00 (CTIS) NVL-655-01

Transicionado 2022-000122-21

Areaterapéutica
Enfermedades [C] - Cancer [C04]|

Enfermedad investigada

Advanced Non-Small Cell Lung Cancer (NSCLC) and Other Solid Tumors with ALK rearrangement or activating ALK
mutation

Titulo Cientifico

A Phase 1/2 Study of the Selective Anaplastic Lymphoma Kinase (ALK) Inhibitor NVL-655 in Patients with Advanced
NSCLC and Other Solid Tumors (ALKOVE-1)
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Justificacion
No aportado

Objetivo Principal

Phase 1 - To evaluate the overall safety and tolerability of NVL-655

Phase 1 - To determine the RP2D and, if applicable, the MTD of NVL-655 in patients with advanced ALK-positive
solid tumors

Phase 2 - To evaluate the efficacy of NVL-655 at the RP2D in patients with advanced ALK-positive NSCLC, including
those with ALK resistance mutations, and other solid tumors

Variables de Evaluacién Primaria

Phase 1 - Incidence and severity of TEAES and changes in clinically relevant laboratory parameters
Phase 1 - RP2D and, if applicable, the MTD
Phase 2 - ORR according to RECIST 1.1

Momentos temporales de evaluacion primaria
No aportado

Objetivo Secundario

Phase 1 - To characterize the PK profile of NVL-655

Phase 1 - To evaluate preliminary antitumor activity of NVL-655 in patients with advanced ALK-positive solid tumors
Phase 2 - To assess additional measures of clinical efficacy in patients with ALK-positive NSCLC, including those
with ALK resistance mutations, and other solid tumors

Phase 2 - To evaluate the intracranial antitumor activity of NVL-655 at the RP2D in patients with advanced ALK-
positive NSCLC and other solid tumors

Phase 2 - To characterize the safety and tolerability of NVL-655 at the RP2D

Phase 2 - To confirm the PK profile of NVL-655 at the RP2D

Phase 2 - To assess treatment-related symptoms and general health status using validated instruments of patient-
reported outcomes (PROS) in patients treated with NVL-655

Variables de Evaluacion Secundaria

Phase 1 - PK parameters of NVL-655

Phase 1 - ORR according to RECIST 1.1 assessment

Phase 2 - DOR

Phase 2 - IC-ORR

Phase 2 - Incidence and severity of TEAES and changes in clinically relevant laboratory parameters
Phase 2 - PK parameters of NVL-655

Phase 2 - Changes in PROs



Identificador 2024-514266-39-00 (CTIS)
Fecha autorizacion 27/07/2022

ﬂ E z C Estado Reclutando
Transicionado 2022-000122-21

REGISTRO ESPANOL DE ENSAYOS CLINICOS Pagina 3 de 12

Momentos temporales de evaluacidon secundaria
No aportado

Criterios de Inclusién

Age 18 years Phase 2 Cohort 2f only: Age 12 years and weight > 40 kg. Disease criteria: Phase 1: Histologically or
cytologically confirmed locally advanced or metastatic solid tumor with a documented ALK rearrangement or
activating ALK mutation. Disease criteria: Cohorts 2a, 2b, 2c¢, 2d, and 2e: Histologically or cytologically confirmed
locally advanced or metastatic ALK rearrangement or activating ALK mutation Disease criteria: Cohort 2f:
Histologically or cytologically confirmed locally advanced or metastatic solid tumor (including NSCLC not eligible for
Cohorts 2a-2e) with a documented ALK rearrangement or activating ALK mutation. Prior anticancer treatment: Phase
1: Must have evaluable disease (target or nontarget) according to RECIST 1.1 Prior anticancer treatment: Phase 2:
Must have measurable disease, defined as 1 radiologically measurable target lesion according to RECIST 1.1 Pre-
treatment tumor tissue Please refer to the protocol for further criteria

Criterios de Exclusioén

Patients cancer has a known oncogenic driver alteration other than ALK
Known allergy/hypersensitivity to excipients of NVL-655

Major surgery within 4 weeks of first dose of study drug

Ongoing or recent anticancer therapy

Ongoing or recent radiation therapy

Please refer to the protocol for further criteria

Calendario

(Ultima actualizacion: 30/06/2026)

Autorizacion

27/07/2022

Fin de

reclutamiento

No aportado

Inicio de
Ensayo

22/11/2022

Fin prematuro
(Espafia)

No aportado

Inclusién
Primer Paciente

29/12/2022

Fin prematuro
(Global)

No aportado

Interrumpido

Reiniciado

No aportado

Fin del ensayo
en Espafia

No aportado

No aportado

Fin del ensayo
global

No aportado
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Centros

CLINICA TRES TORRES

Barcelona

Oncologia - UOMi cancer Center

Hospital General Universitario Gregorio
Maranon

Madrid

Oncology

HOSPITAL UNIVERSITARI VALL
D'HEBRON

Barcelona

HOSPITAL UNIVERSITARI VALL D'HEBRON#Cod.
CNH: 081347#

HOSPITAL UNIVERSITARIO 12 DE
OCTUBRE

Madrid

Oncologia médica
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COMPLEXO HOSPITALARIO
UNIVERSITARIO A CORUNA

Coruia, A

Oncologia médica

HOSPITAL GENERAL UNIVERSITARIO
GREGORIO MARANON

Madrid

Oncologia

Hospital Universitario Hm Sanchinarro

Madrid

Oncology

Micancer Center S.L.P.

Barcelona

Oncology
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TABLET
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Principios Activos: N/A

Identificador
Fecha autorizacion
Estado

Transicionado

Medicamentos

NVL-655
TABLET
ORAL

Principios Activos: N/A

Experimental

Sin resultados

2024-514266-39-00 (CTIS)
27/07/2022
Reclutando

2022-000122-21
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Experimental
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Information

Identifier Protocol Code
2024-514266-39-00 (CTIS) NVL-655-01

Transitioned 2022-000122-21

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

Investigated Disease

Advanced Non-Small Cell Lung Cancer (NSCLC) and Other Solid Tumors with ALK rearrangement or activating ALK
mutation

Scientific Title

A Phase 1/2 Study of the Selective Anaplastic Lymphoma Kinase (ALK) Inhibitor NVL-655 in Patients with Advanced
NSCLC and Other Solid Tumors (ALKOVE-1)
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Rationale
Not provided

Main Objective

Phase 1 - To evaluate the overall safety and tolerability of NVL-655

Phase 1 - To determine the RP2D and, if applicable, the MTD of NVL-655 in patients with advanced ALK-positive
solid tumors

Phase 2 - To evaluate the efficacy of NVL-655 at the RP2D in patients with advanced ALK-positive NSCLC, including
those with ALK resistance mutations, and other solid tumors

Primary Endpoints

Phase 1 - Incidence and severity of TEAES and changes in clinically relevant laboratory parameters
Phase 1 - RP2D and, if applicable, the MTD
Phase 2 - ORR according to RECIST 1.1

Temporary moments of secondary assessment
Not provided

Secondary Objective

Phase 1 - To characterize the PK profile of NVL-655

Phase 1 - To evaluate preliminary antitumor activity of NVL-655 in patients with advanced ALK-positive solid tumors
Phase 2 - To assess additional measures of clinical efficacy in patients with ALK-positive NSCLC, including those
with ALK resistance mutations, and other solid tumors

Phase 2 - To evaluate the intracranial antitumor activity of NVL-655 at the RP2D in patients with advanced ALK-
positive NSCLC and other solid tumors

Phase 2 - To characterize the safety and tolerability of NVL-655 at the RP2D

Phase 2 - To confirm the PK profile of NVL-655 at the RP2D

Phase 2 - To assess treatment-related symptoms and general health status using validated instruments of patient-
reported outcomes (PROS) in patients treated with NVL-655

Secondary Endpoints

Phase 1 - PK parameters of NVL-655

Phase 1 - ORR according to RECIST 1.1 assessment

Phase 2 - DOR

Phase 2 - IC-ORR

Phase 2 - Incidence and severity of TEAES and changes in clinically relevant laboratory parameters
Phase 2 - PK parameters of NVL-655

Phase 2 - Changes in PROs
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Temporary moments of secondary assessment

Not provided

Inclusion criteria

Age 18 years Phase 2 Cohort 2f only: Age 12 years and weight > 40 kg. Disease criteria: Phase 1: Histologically or
cytologically confirmed locally advanced or metastatic solid tumor with a documented ALK rearrangement or
activating ALK mutation. Disease criteria: Cohorts 2a, 2b, 2c¢, 2d, and 2e: Histologically or cytologically confirmed
locally advanced or metastatic ALK rearrangement or activating ALK mutation Disease criteria: Cohort 2f:
Histologically or cytologically confirmed locally advanced or metastatic solid tumor (including NSCLC not eligible for
Cohorts 2a-2e) with a documented ALK rearrangement or activating ALK mutation. Prior anticancer treatment: Phase
1: Must have evaluable disease (target or nontarget) according to RECIST 1.1 Prior anticancer treatment: Phase 2:
Must have measurable disease, defined as 1 radiologically measurable target lesion according to RECIST 1.1 Pre-

treatment tumor tissue Please refer to the protocol for further criteria

Exclusion criteria
Patients cancer has a known oncogenic driver alteration other than ALK

Known allergy/hypersensitivity to excipients of NVL-655
Major surgery within 4 weeks of first dose of study drug
Ongoing or recent anticancer therapy
Ongoing or recent radiation therapy

Please refer to the protocol for further criteria

Authorization

27/07/2022

End of
recruitment

Not aported

Start of Trial
22/11/2022

Premature end
(Spain)

Not aported

Calendar

(Last Update: 30/06/2026)

First patient
inclusion

29/12/2022

Premature End
(Global)

Not aported

Identifier
Authorization date
State

Transitioned

2024-514266-39-00 (CTIS)

27/07/2022
Recruiting
2022-000122-21
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Halted
Not aported

Trial end
(Spain)

Not aported

Restarted

Not aported

Trial end
(Global)

Not aported
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CLINICA TRES TORRES

Barcelona

Oncologia - UOMi cancer Center

Hospital General Universitario Gregorio
Maranon

Madrid

Oncology

HOSPITAL UNIVERSITARI VALL
D'HEBRON

Barcelona

HOSPITAL UNIVERSITARI VALL D'HEBRON#Cod.
CNH: 081347#

HOSPITAL UNIVERSITARIO 12 DE
OCTUBRE

Madrid

Oncologia médica
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COMPLEXO HOSPITALARIO
UNIVERSITARIO A CORUNA

Coruia, A

Oncologia médica

HOSPITAL GENERAL UNIVERSITARIO
GREGORIO MARANON

Madrid

Oncologia

Hospital Universitario Hm Sanchinarro

Madrid

Oncology

Micancer Center S.L.P.

Barcelona

Oncology
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Active Principles: N/A
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Transitioned

Medication

NVL-655
TABLET
ORAL

Active Principles: N/A

Experimental

No results
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2022-000122-21
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Experimental




