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Informacion
Identificador Cod. Protocolo
2024-512752-38-00 (CTIS) PKRPCO001

Transicionado 2021-002864-36

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

Enfermedad investigada
Adjunctive and maintenance treatment to HCT

Titulo Cientifico

A prospective randomized, double-blind, placebo-controlled, multi-center phase Il study to evaluate the efficacy and
safety of mocravimod as an adjunctive and maintenance treatment in adult in acute myeloid leukemia (AML) patients
undergoing allogeneic hematopoietic cell transplantation (HCT)
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Justificacion
No aportado

Objetivo Principal

1. To demonstrate the superior efficacy of mocravimod 3 mg to that of placebo in the TAC GvHD prophylaxis stratum
2. To demonstrate the superior efficacy of mocravimod 1 mg to that of placebo in the TAC GvHD prophylaxis stratum

Variables de Evaluacion Primaria
Relapse-free survival (RFS)

Momentos temporales de evaluacién primaria
No aportado

Objetivo Secundario

1. To demonstrate mocravimods 3 mg superior efficacy on overall survival (OS) to that of placebo in the TAC GvHD
prophylaxis stratum.

2. To demonstrate mocravimods 1 mg superior efficacy on overall survival (OS) to that of placebo in the TAC GvHD
prophylaxis stratum

3. To assess mocravimods effect on the occurrence of GvHD in comparison to placebo

Variables de Evaluacion Secundaria

Overall Survival (OS) - mocravimod's effect on OS to that to placebo

RFS at EOS (End-of-study) - to assess the sustained efficacy of moc in comparison to placebo
Survival free from Grade Il/IV aGvHD at 12 mo &amp; time to acute GvHD

Survival free from moderate /severe cGvHD at EOS &amp; time to cGvHD

GRFS (GvHD-free, Relapse-free survival at 12 mo and at EOS)

Momentos temporales de evaluacién secundaria
No aportado

Criterios de Inclusion
Subjects with a diagnosis of AML (excluding acute promyelocytic leukemia) according to the World Health
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Organization (WHOQO) 2022 classification of AML and related precursor neoplasms, including therapy AML with
myelodysplasia related gene mutations. Subjects with European LeukemiaNet (ELN) high risk or intermediate risk or
AML in CR1, or AML of any risk in CR2. (Complete remission with incomplete count recovery [CRi] is also allowable).
- Complete remission is defined as: < 5% marrow blasts by morphologic examination and no circulating peripheral
blasts; absence of extramedullary disease; absolute neutrophil count 1.0x109/L (1000/L); platelet count 100x109/L
(100 000/L) - CRi is defined as meeting all complete remission criteria except for residual absolute neutropenia <
1000/L and/or thrombocytopenia <100 000/L Planned use of a related or unrelated donor or with no more than 1
antigen mismatch or planned use of a haploidentical donor Life expectancy 6 months at screening. Eastern
Cooperative Oncology Group (ECOG) performance status of 0 or 1 Male or female, age 18 years and 75 years.

Criterios de Exclusioén

Planned use of CsA, anti-thymocyte globulin (ATG), alemtuzumab, abatacept for GvHD prophylaxis. Subjects having
received prior allogeneic HCT or recipients of a solid organ transplant. Immunosuppressive drugs for concomitant
disease. Subjects must be able to be off prednisone (> 10 mg/day) or other immunosuppressive medications for at
least 3 days prior to the start of treatment of the study. Physiologic replacement dosing of hydrocortisone is
permissible. Require treatments for cardiac dysfunction Subjects with acute promyelocytic leukemia. Blast crisis of
chronic myeloid leukemia Cardiac dysfunction Pulmonary dysfunction. Significant liver disease or liver injury or
known history of alcohol abuse, chronic liver or biliary disease. Hepatic dysfunction as defined by aspartate
aminotransferase (AST) and/or alanine aminotransferase (ALT) > 2.5 x upper limit of normal (ULN); or total bilirubin
> 1.5 x ULN Renal dysfunction with creatinine clearance < 45 mL/min by the Cockcroft-Gault formula. History of
stroke or intracranial hemorrhage within 1 year prior to screening. Active clinically significant infection (viral, bacterial,
or fungal) that requires ongoing antimicrobial therapy and in the judgment of the investigator represents a risk to
proceeding with HCT. Planned use of serotherapy during conditioning, including ATG and alemtuzumab. Planned ex
vivo major graft manipulation, including T-cell depletion or CD34+ selection.

Calendario

(Ultima actualizacion: 04/08/2026)

Autorizacion Inicio de Inclusiéon Interrumpido Reiniciado
Ensayo Primer Paciente
12/07/2022 y 30/08/2024 No aportado
22/09/2022 13/01/2023
Fin de Fin prematuro Fin prematuro Fin del ensayo Fin del ensayo
reclutamiento (Espafia) (Global) en Espafia global
30/08/2024 No aportado No aportado No aportado No aportado
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Centros

Complejo Hospitalario Universitario De El Hospital Universitario De Gran
Gran Canaria Dr. Negrin Canaria Dr. Negrin

Palmas de Gran Canaria, Las Las Palmas De Gran Canaria

Hematologia Hematology Department

Hospital Universitari Vall D Hebron Hospital Universitari Vall d'Hebron

Barcelona Barcelona

Hematology Department Oncohematology

Hospital Universitario De Salamanca Hospital Universitario de Salamanca

Salamanca Salamanca

Hematology Department Hematology

Hospital Universitario La Princesa HOSPITAL UNIVERSITARIO RAMON Y

CAJAL
Madrid

Madrid

Hematology
Hematologia

Cerrado (18/10/2024)
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Hospital Universitario Ramon Y Cajal

Madrid

Hematology Department

Hospital Universitario Virgen de las
Nieves

Granada

Hematology

Hospital Universitario Y Politecnico La
Fe

Valencia

Hematology Department

Hospital Universitario 12 De Octubre

Madrid

Hematology Department
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Hospital Universitario Virgen De Las
Nieves

Granada

Hematology Department

HOSPITAL UNIVERSITARIO Y
POLITECNICO LA FE

Valéncia

Hematologia

Hospital Universitario 12

Madrid

Hematology

Institut Catala D&acute;oncologia

L'hospitalet De Llobregat

Hematology Department
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Mocravimod (KRP203)
CAPSULES
ORAL USE

Principios Activos: N/A

Huérfano
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Institut Catala D'oncologia

Hospitalet de Llobregat, L'

Hematologia Hematologia

Medicamentos

Experimental

Sin resultados
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Information

Identifier Protocol Code
2024-512752-38-00 (CTIS) PKRPCO001

Transitioned 2021-002864-36

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

Investigated Disease
Adjunctive and maintenance treatment to HCT

Scientific Title

A prospective randomized, double-blind, placebo-controlled, multi-center phase Il study to evaluate the efficacy and
safety of mocravimod as an adjunctive and maintenance treatment in adult in acute myeloid leukemia (AML) patients
undergoing allogeneic hematopoietic cell transplantation (HCT)
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Rationale
Not provided

Main Objective

1. To demonstrate the superior efficacy of mocravimod 3 mg to that of placebo in the TAC GvHD prophylaxis stratum
2. To demonstrate the superior efficacy of mocravimod 1 mg to that of placebo in the TAC GvHD prophylaxis stratum

Primary Endpoints
Relapse-free survival (RFS)

Temporary moments of secondary assessment
Not provided

Secondary Objective

1. To demonstrate mocravimods 3 mg superior efficacy on overall survival (OS) to that of placebo in the TAC GvHD
prophylaxis stratum.

2. To demonstrate mocravimods 1 mg superior efficacy on overall survival (OS) to that of placebo in the TAC GvHD
prophylaxis stratum

3. To assess mocravimods effect on the occurrence of GvHD in comparison to placebo

Secondary Endpoints

Overall Survival (OS) - mocravimod's effect on OS to that to placebo

RFS at EOS (End-of-study) - to assess the sustained efficacy of moc in comparison to placebo
Survival free from Grade Il/IV aGvHD at 12 mo &amp; time to acute GvHD

Survival free from moderate /severe cGvHD at EOS &amp; time to cGvHD

GRFS (GvHD-free, Relapse-free survival at 12 mo and at EOS)

Temporary moments of secondary assessment
Not provided

Inclusion criteria
Subjects with a diagnosis of AML (excluding acute promyelocytic leukemia) according to the World Health
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Organization (WHOQO) 2022 classification of AML and related precursor neoplasms, including therapy AML with
myelodysplasia related gene mutations. Subjects with European LeukemiaNet (ELN) high risk or intermediate risk or
AML in CR1, or AML of any risk in CR2. (Complete remission with incomplete count recovery [CRi] is also allowable).
- Complete remission is defined as: < 5% marrow blasts by morphologic examination and no circulating peripheral
blasts; absence of extramedullary disease; absolute neutrophil count 1.0x109/L (1000/L); platelet count 100x109/L
(100 000/L) - CRi is defined as meeting all complete remission criteria except for residual absolute neutropenia <
1000/L and/or thrombocytopenia <100 000/L Planned use of a related or unrelated donor or with no more than 1
antigen mismatch or planned use of a haploidentical donor Life expectancy 6 months at screening. Eastern
Cooperative Oncology Group (ECOG) performance status of 0 or 1 Male or female, age 18 years and 75 years.

Exclusion criteria

Planned use of CsA, anti-thymocyte globulin (ATG), alemtuzumab, abatacept for GvHD prophylaxis. Subjects having
received prior allogeneic HCT or recipients of a solid organ transplant. Immunosuppressive drugs for concomitant
disease. Subjects must be able to be off prednisone (> 10 mg/day) or other immunosuppressive medications for at
least 3 days prior to the start of treatment of the study. Physiologic replacement dosing of hydrocortisone is
permissible. Require treatments for cardiac dysfunction Subjects with acute promyelocytic leukemia. Blast crisis of
chronic myeloid leukemia Cardiac dysfunction Pulmonary dysfunction. Significant liver disease or liver injury or
known history of alcohol abuse, chronic liver or biliary disease. Hepatic dysfunction as defined by aspartate
aminotransferase (AST) and/or alanine aminotransferase (ALT) > 2.5 x upper limit of normal (ULN); or total bilirubin
> 1.5 x ULN Renal dysfunction with creatinine clearance < 45 mL/min by the Cockcroft-Gault formula. History of
stroke or intracranial hemorrhage within 1 year prior to screening. Active clinically significant infection (viral, bacterial,
or fungal) that requires ongoing antimicrobial therapy and in the judgment of the investigator represents a risk to
proceeding with HCT. Planned use of serotherapy during conditioning, including ATG and alemtuzumab. Planned ex
vivo major graft manipulation, including T-cell depletion or CD34+ selection.

Calendar

(Last Update: 04/08/2026)

Authorization Start of Trial First patient Halted Restarted
inclusion
12/07/2022 22/09/2022 30/08/2024 Not aported
13/01/2023
End of Premature end Premature End Trial end Trial end
recruitment (Spain) (Global) (Spain) (Global)
30/08/2024 Not aported Not aported Not aported Not aported
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Hematologia

Hospital Universitari Vall D Hebron

Barcelona

Hematology Department

Hospital Universitario De Salamanca

Salamanca

Hematology Department

Hospital Universitario La Princesa

Madrid

Hematology
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El Hospital Universitario De Gran
Canaria Dr. Negrin

Las Palmas De Gran Canaria

Hematology Department

Hospital Universitari Vall d'Hebrén

Barcelona

Oncohematology

Hospital Universitario de Salamanca

Salamanca

Hematology

HOSPITAL UNIVERSITARIO RAMON Y
CAJAL

Madrid

Hematologia
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Hospital Universitario Ramon Y Cajal

Madrid

Hematology Department

Hospital Universitario Virgen de las
Nieves

Granada

Hematology

Hospital Universitario Y Politecnico La
Fe

Valencia

Hematology Department

Hospital Universitario 12 De Octubre

Madrid

Hematology Department
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Hospital Universitario Virgen De Las
Nieves

Granada

Hematology Department

HOSPITAL UNIVERSITARIO Y
POLITECNICO LA FE

Valéncia

Hematologia

Hospital Universitario 12

Madrid

Hematology

Institut Catala D&acute;oncologia

L'hospitalet De Llobregat

Hematology Department
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Mocravimod (KRP203)
CAPSULES
ORAL USE

Active Principles: N/A
Orphan
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Institut Catala D'oncologia

Hospitalet de Llobregat, L'

Hematologia Hematologia

Medication

Experimental

No results




