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Informacion
Identificador Cod. Protocolo
2022-502434-10-00 (CTIS) EORTC-1820-CLTF

Transicionado 2019-004566-17

Areaterapéutica
Enfermedades [C] - Cancer [C04]|

Enfermedad investigada

Cutaneous T-cell lymphoma (Mycosis Fungoides (MF)) and Sézary
Syndrome (SS))

Cutaneous T-cell ymphoma, a category of cancers of lymphocytes (a
type of white blood cells) that primarily involve the skin

Titulo Cientifico
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EORTC 1820-CLTF: Open-Label, phase II, Multi-Center, study of Anti-CCR4 Monoclonal Antibody (mogamulizumab)
Plus Total Skin Electron Beam therapy (TSEB) in patients with stage IB-IIB Cutaneous T-Cell Lymphoma (MOGAT)

Justificacion
No aportado

Objetivo Principal

To evaluate the progression free survival rate at 48 weeks (according to EORTC-ISCL-USCLC criteria) of anti-CCR4
monoclonal antibody (mogamulizumab) and TSEB in IB-1I1B cutaneous T-cell lymphoma.

Variables de Evaluacion Primaria
Progression Free Survival Rate, at 48 weeks after start of mogamulizumab (PFSR-48).

Momentos temporales de evaluacion primaria
No aportado

Objetivo Secundario

To evaluate the overall safety

To assess the response rate

To assess the progression-free survival

To assess the overall survival

To assess the time to progression

To evaluate the duration of response

To evaluate the time to next significant treatment

Variables de Evaluacion Secundaria

Overall safety of both mogamulizumab and TSEB.

Response rate (RR) to both mogamulizumab and TSEB. Time Frame: From the first patient treatment start till 48
weeks as of last patient in Proportion of patients achieving partial response or complete response according to
EORTC-ISCL-USCLC criteria

Progression-free survival (PFS). Overall survival (OS).

Time to progression. Duration of response.

Time to next treatment. Exploratory endpoints: Quality of life: Skindex-29 and EORTC-QLQ-C30, and time to
treatment failure.
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Momentos temporales de evaluacién secundaria
No aportado

Criterios de Inclusién

Males and female subjects 18 years

Mycosis fungoides stage IB, IIA, 1B

Subjects who have failed at least one prior course of systemic therapy. Psoralen plus ultraviolet light therapy (PUVA)
is not considered to be a systemic therapy

Adequate haematological and organ function

Signed informed consent

Criterios de Exclusion

Prior treatment with mogamulizumab Known hypersensitivity to CHO cell products or any component of the
mogamulizumab formulation Significant uncontrolled intercurrent illness Prior TSEB treatment with at least one of the
following conditions: Patient has received high-dose TSEB (>30 Gray) Patient has received TSEB ((including low-
dose [12 Gray]) within 12 months before enrolment

Calendario

(Ultima actualizacion: 06/08/2026)

Autorizacion Inicio de Inclusiéon Interrumpido Reiniciado
Ensayo Primer Paciente
08/10/2021 i No aportado No aportado
21/02/2023 09/05/2023
Fin de Fin prematuro Fin prematuro Fin del ensayo Fin del ensayo

reclutamiento

03/07/2026

(Espafia)

No aportado

(Global)

No aportado

en Espafia

No aportado

global

No aportado
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Centros

HOSPITAL DE LA SANTA CREU | SANT HOSPITAL UNIVERSITARIO PUERTA
PAU DE HIERRO MAJADAHONDA

Barcelona Majadahonda
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HOSPITAL UNIVERSITARIO 12 DE
OCTUBRE

Madrid

Medicamentos
INTRAVENOUS
Cdédigo ATC: LO1XC25 - MOGAMULIZUMAB
Principios Activos: N/A
Huérfano Experimental

Sin resultados
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Information
Identifier Protocol Code
2022-502434-10-00 (CTIS) EORTC-1820-CLTF

Transitioned 2019-004566-17

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

Investigated Disease

Cutaneous T-cell lymphoma (Mycosis Fungoides (MF)) and Sézary
Syndrome (SS))

Cutaneous T-cell ymphoma, a category of cancers of lymphocytes (a
type of white blood cells) that primarily involve the skin

Scientific Title
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EORTC 1820-CLTF: Open-Label, phase II, Multi-Center, study of Anti-CCR4 Monoclonal Antibody (mogamulizumab)
Plus Total Skin Electron Beam therapy (TSEB) in patients with stage IB-IIB Cutaneous T-Cell Lymphoma (MOGAT)

Rationale
Not provided

Main Objective

To evaluate the progression free survival rate at 48 weeks (according to EORTC-ISCL-USCLC criteria) of anti-CCR4
monoclonal antibody (mogamulizumab) and TSEB in IB-1I1B cutaneous T-cell lymphoma.

Primary Endpoints
Progression Free Survival Rate, at 48 weeks after start of mogamulizumab (PFSR-48).

Temporary moments of secondary assessment
Not provided

Secondary Objective

To evaluate the overall safety

To assess the response rate

To assess the progression-free survival

To assess the overall survival

To assess the time to progression

To evaluate the duration of response

To evaluate the time to next significant treatment

Secondary Endpoints

Overall safety of both mogamulizumab and TSEB.

Response rate (RR) to both mogamulizumab and TSEB. Time Frame: From the first patient treatment start till 48
weeks as of last patient in Proportion of patients achieving partial response or complete response according to
EORTC-ISCL-USCLC criteria

Progression-free survival (PFS). Overall survival (OS).

Time to progression. Duration of response.

Time to next treatment. Exploratory endpoints: Quality of life: Skindex-29 and EORTC-QLQ-C30, and time to
treatment failure.
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Temporary moments of secondary assessment

Not provided

Inclusion criteria

Males and female subjects 18 years
Mycosis fungoides stage IB, IIA, 1B

Subjects who have failed at least one prior course of systemic therapy. Psoralen plus ultraviolet light therapy (PUVA)
is not considered to be a systemic therapy

Adequate haematological and organ function

Signed informed consent

Exclusion criteria

Prior treatment with mogamulizumab Known hypersensitivity to CHO cell products or any component of the
mogamulizumab formulation Significant uncontrolled intercurrent illness Prior TSEB treatment with at least one of the
following conditions: Patient has received high-dose TSEB (>30 Gray) Patient has received TSEB ((including low-

dose [12 Gray]) within 12 months before enrolment

Authorization

08/10/2021

End of
recruitment

03/07/2026

Start of Trial
21/02/2023

Premature end
(Spain)

Not aported

Calendar

(Last Update: 06/08/2026)

First patient
inclusion

09/05/2023

Premature End
(Global)

Not aported

Identifier
Authorization date
State

Transitioned

2022-502434-10-00 (CTIS)
08/10/2021

End of recruitment
2019-004566-17
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Halted

Not aported

Trial end
(Spain)

Not aported

Restarted

Not aported

Trial end
(Global)

Not aported
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Sites

HOSPITAL DE LA SANTA CREU | SANT HOSPITAL UNIVERSITARIO PUERTA
PAU DE HIERRO MAJADAHONDA

Barcelona Majadahonda
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HOSPITAL UNIVERSITARIO 12 DE
OCTUBRE

Madrid

Medication
INTRAVENOUS
ATC code: LOLXC25 - MOGAMULIZUMAB
Active Principles: N/A
Orphan Experimental

No results




