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Informacion
Identificador Cod. Protocolo
2025-522495-84-00 (CTIS) MK-4716-001

Areaterapéutica
Enfermedades [C] - Cancer [C04]|

Enfermedad investigada

Cancer - Tumores solidos: NSCLC de 1L y todos los demas tumores sélidos avanzados o metastasicos con
alteraciones de KRAS (mutacion de KRAS o amplificacion de KRAS)

Titulo Cientifico

A Phase 1, Open-Label, Multicenter Study to Assess Safety, Tolerability, Pharmacokinetics, and Efficacy of MK-4716
as Monotherapy and as Part of Combination Therapy in Participants with KRAS-Altered Advanced or Metastatic
Solid Tumors
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ﬂez‘ Fecha autorizacion
Estado

REGISTRO ESPANOL DE ENSAYOS CLINICOS

Justificacion
No aportado

Objetivo Principal

2025-522495-84-00 (CTIS)
23/12/2025

Reclutando
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1. To determine the safety and tolerability of MK 4716 administered as monotherapy and as part of combination

therapy

Variables de Evaluacion Primaria

Number of Participants Who Experience One or More Dose-Limiting Toxicities (DLT)
Number of Participants Who Experience an Adverse Event (AE)
Number of Participants Who Discontinue Study Intervention Due to an AE

Momentos temporales de evaluacién primaria
No aportado

Objetivo Secundario
To evaluate PK of MK 4716 administered as monotherapy and as part of combination therapy

Variables de Evaluacion Secundaria

Area Under the Concentration-Time Curve (AUC) of MK-4716
Maximum Plasma Concentration (Cmax) of MK-4716

Trough Plasma Concentration (Ctrough) of MK-4716

Half-Life (t1/2) of MK-4716

Momentos temporales de evaluacién secundaria
No aportado

Criterios de Inclusién

Subset of arm MK-4716 Dose Escalation and subset of arm MK-4716 + Cetuximab: Has a confirmed diagnosis of

locally advanced unresectable or metastatic solid tumor

Subset of arm MK-4716 Dose Escalation and subset of arm MK-4716 + Cetuximab: Must demonstrate presence of

Kirsten rat sarcoma viral oncogene homolog (KRAS) alteration
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Subset of arm MK-4716 Dose Escalation and subset of arm MK-4716 + Cetuximab: Has received at least 1 prior line
of systemic therapy for locally advanced unresectable or metastatic disease

Arm MK-4716 + Pembrolizumab: Has a confirmed diagnosis of metastatic nhon-small cell lung cancer

Arm MK-4716 + Pembrolizumab: Must demonstrate presence of KRAS alteration

Arm MK-4716 + Pembrolizumab: Must be untreated

Has measurable disease

Has the ability to swallow and retain oral medication

Criterios de Exclusioén

Arm MK-4716 + Pembrolizumab: Has a diagnosis of immunodeficiency or is receiving chronic systemic steroid
therapy (in dosing exceeding 10 mg daily of prednisone equivalent) or any other form of immunosuppressive therapy
within 7 days prior to the first dose of study intervention

History of stem cell/solid organ transplant

Has not adequately recovered from major surgery or has ongoing surgical complications

Arm MK-4716 + Pembrolizumab: Has received any prior inmunotherapy and was discontinued from that treatment
Arm MK-4716 + Pembrolizumab: Has active autoimmune disease that has required systemic treatment in the past 2
years. Hormonal supplementation (eg, thyroxine, insulin, or physiologic corticosteroid) is allowed.

History of human immunodeficiency virus infection

Has a known additional malignancy that is progressing or has required active treatment within the past 2 years

Has a known active central nervous system metastases and/or carcinomatous meningitis

History of (noninfectious) pneumonitis/interstitial lung disease that required steroids or has current
pneumonitis/interstitial lung disease

Has active infection requiring systemic therapy

Has Hepatitis B or Hepatitis C virus infection

Calendario

(Ultima actualizacion: 18/08/2026)

Autorizacion Inicio de Inclusiéon Interrumpido Reiniciado
Ensayo Primer Paciente
23/12/2025 y No aportado No aportado
14/01/2026 30/01/2026
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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Promotor
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Centros

Hospital Clinic De Barcelona Hospital Universitari Vall D Hebron

Barcelona Barcelona

Medical Oncology Medical Oncology

Hospital Universitario Fundacion
Jimenez Diaz

Madrid

Medical Oncology
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Medicamentos
KEYTRUDA 25 mg/mL concentrate for solution MK-4716
for infusion. TABLET
SOLUTION FOR INFUSION OTHER USE

INTRAVENOUS INFUSION

Cédigo ATC: LO1FFO02 - PEMBROLIZUMAB
Principios Activos: N/A

Experimental

INTRAVENOUS INFUSION

Cdédigo ATC: LO1FEOL - CETUXIMAB
Principios Activos: N/A

Experimental

MK-4716
TABLET
OTHER USE

Principios Activos: N/A

Experimental

Principios Activos: N/A

MK-4716
TABLET
OTHER USE

Principios Activos: N/A

Sin resultados

2025-522495-84-00 (CTIS)

23/12/2025

Reclutando
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Experimental

Experimental
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Information

Identifier Protocol Code
2025-522495-84-00 (CTIS) MK-4716-001

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

Investigated Disease

Cancer Solid Tumors : 1L NSCLC and all other advanced or metastatic solid tumors with KRAS alterations (KRAS
mutation or KRAS amplification)

Scientific Title

A Phase 1, Open-Label, Multicenter Study to Assess Safety, Tolerability, Pharmacokinetics, and Efficacy of MK-4716
as Monotherapy and as Part of Combination Therapy in Participants with KRAS-Altered Advanced or Metastatic
Solid Tumors
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Rationale
Not provided

Main Objective

1. To determine the safety and tolerability of MK 4716 administered as monotherapy and as part of combination
therapy

Primary Endpoints

Number of Participants Who Experience One or More Dose-Limiting Toxicities (DLT)
Number of Participants Who Experience an Adverse Event (AE)
Number of Participants Who Discontinue Study Intervention Due to an AE

Temporary moments of secondary assessment
Not provided

Secondary Objective
To evaluate PK of MK 4716 administered as monotherapy and as part of combination therapy

Secondary Endpoints

Area Under the Concentration-Time Curve (AUC) of MK-4716
Maximum Plasma Concentration (Cmax) of MK-4716

Trough Plasma Concentration (Ctrough) of MK-4716

Half-Life (t1/2) of MK-4716

Temporary moments of secondary assessment
Not provided

Inclusion criteria

Subset of arm MK-4716 Dose Escalation and subset of arm MK-4716 + Cetuximab: Has a confirmed diagnosis of
locally advanced unresectable or metastatic solid tumor

Subset of arm MK-4716 Dose Escalation and subset of arm MK-4716 + Cetuximab: Must demonstrate presence of
Kirsten rat sarcoma viral oncogene homolog (KRAS) alteration
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Subset of arm MK-4716 Dose Escalation and subset of arm MK-4716 + Cetuximab: Has received at least 1 prior line
of systemic therapy for locally advanced unresectable or metastatic disease

Arm MK-4716 + Pembrolizumab: Has a confirmed diagnosis of metastatic nhon-small cell lung cancer

Arm MK-4716 + Pembrolizumab: Must demonstrate presence of KRAS alteration

Arm MK-4716 + Pembrolizumab: Must be untreated

Has measurable disease

Has the ability to swallow and retain oral medication

Exclusion criteria

Arm MK-4716 + Pembrolizumab: Has a diagnosis of immunodeficiency or is receiving chronic systemic steroid
therapy (in dosing exceeding 10 mg daily of prednisone equivalent) or any other form of immunosuppressive therapy
within 7 days prior to the first dose of study intervention

History of stem cell/solid organ transplant

Has not adequately recovered from major surgery or has ongoing surgical complications

Arm MK-4716 + Pembrolizumab: Has received any prior inmunotherapy and was discontinued from that treatment
Arm MK-4716 + Pembrolizumab: Has active autoimmune disease that has required systemic treatment in the past 2
years. Hormonal supplementation (eg, thyroxine, insulin, or physiologic corticosteroid) is allowed.

History of human immunodeficiency virus infection

Has a known additional malignancy that is progressing or has required active treatment within the past 2 years

Has a known active central nervous system metastases and/or carcinomatous meningitis

History of (noninfectious) pneumonitis/interstitial lung disease that required steroids or has current
pneumonitis/interstitial lung disease

Has active infection requiring systemic therapy

Has Hepatitis B or Hepatitis C virus infection

Calendar

(Last Update: 18/08/2026)

Authorization Start of Trial First patient Halted Restarted
inclusion
23/12/2025 14/01/2026 Not aported Not aported
30/01/2026
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
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Hospital Clinic De Barcelona

Barcelona

Medical Oncology

Hospital Universitario Fundacion
Jimenez Diaz

Madrid

Medical Oncology

Sites

Identifier
Authorization date
State
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23/12/2025

Recruiting

Page 11 of 12

Hospital Universitari Vall D Hebron

Barcelona

Medical Oncology
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Medication

KEYTRUDA 25 mg/mL concentrate for solution
for infusion.

SOLUTION FOR INFUSION

INTRAVENOUS INFUSION

ATC code: LO1FFO02 - PEMBROLIZUMAB
Active Principles: N/A

Experimental

INTRAVENOUS INFUSION

ATC code: LO1FEO1 - CETUXIMAB
Active Principles: N/A

Experimental

MK-4716
TABLET
OTHER USE

Active Principles: N/A

Experimental

NoO

MK-4716
TABLET
OTHER USE

Active Principles: N/A

MK-4716
TABLET
OTHER USE

Active Principles: N/A

results

2025-522495-84-00 (CTIS)

23/12/2025
Recruiting
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Experimental

Experimental




