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Informacion
Identificador Cod. Protocolo
2023-508869-32-00 (CTIS) EFC15951

Transicionado 2021-002485-41

Areaterapéutica
Enfermedades [C] - Cancer [C04]|

Enfermedad investigada
Céncer - Mieloma de células plasmaticas recurrente

Titulo Cientifico

Estudio aleatorizado, fase Ill, abierto para evaluar la administraciéon subcutanea frente a la intravenosa de
isatuximab en combinacion con pomalidomida y dexametasona en pacientes adultos con mieloma multiple
recidivante y/o resistente (MMRR)
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Justificacion
No aportado

Objetivo Principal

- Demostrar la no inferioridad de la eficacia entre isatuximab por via subcutédnea (s.c.) e isatuximab por via
intravenosa (i.v.) en combinacién con pomalidomida y dexametasona (Pd)
- Demostrar la no inferioridad farmacocinética (FC) entre isatuximab s.c. e isatuximab i.v. en combinacién con Pd

Variables de Evaluacién Primaria

Tasa de respuesta global (TRG)
Concentracion observada antes de la administracion (Cmin) en estado de equilibri

Momentos temporales de evaluacion primaria
No aportado

Objetivo Secundario

Evaluar la eficacia de isatuximab s.c. en comparacion con isatuximab i.v. en combinacién con Pd

Demostrar la no inferioridad FC entre isatuximab s.c. e isatuximab i.v. en combinacién con Pd

Evaluar la seguridad de isatuximab s.c. e i.v. en combinacion con Pd

Evaluar la satisfaccion del participante con isatuximab s.c. e i.v.

Evaluar la eficacia de isatuximab s.c. en comparacion con isatuximab i.v. en combinacién con Pd

Evaluar la seguridad de isatuximab s.c. e i.v. y la tolerabilidad local de isatuximab s.c. en combinacién con Pd
Caracterizar la FC de isatuximab s.c. e i.v. en combinacién con Pd

Evaluar el rendimiento del inyector (en fase de investigacion) en cuanto a la administracion

Evaluar la posible inmunogenicidad de isatuximab s.c. e i.v. en combinacion con Pd

Evaluar el resultado clinico de isatuximab s.c. e i.v. en combinacién con Pd

Explorar las anomalias cromosémicas [principalmente, t(4;14), t(14;16), del(17p) y 1q21+] y la posible asociacién
con los resultados clinico

Variables de Evaluacion Secundaria

Very Good Partial Response or better rate (VGPR

Observed concentration before dosing (Ctrough)

Incidence rate of infusion-reactions

Percentage of participants satisfied or very satisfied with the injection method used to administer study medication
Duration of response (DOR)

Time to first response (TT1R)

Time to best response (TTBR)

Progression free survival (PFS)
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Overall survival (OS)

Progression free survival 2 (PFS2)

Number of participants with treatment-emergent adverse events (TEAES)/serious adverse events (SAES)
Pharmacokinetic (PK) parameter: Maximum plasma concentration (Cmax)

PK parameter: Area under the plasma concentration time curve over the dosing period (AUC)

Successful injection rate

Percentage of participants with anti-drug antibodies (ADA) against isatuximab

Participant expectation questionnaire-baseline (PEQ-BL) score

Patient experience and satisfaction questionnaire- follow up (PESQ-FU) score

Patient experience and satisfaction questionnaire-end of treatment (PESQ-EQT) score

Patients Assessment of Treatment (PAT) questionnaire score

Change from baseline in the Health Resource Utilization and Productivity Questionnaire (HRUPQ) scores

Change from baseline in European Organization for Research and Treatment of Cancer core quality of life
questionnaire (EORTC QLQ-C30) score

Change from baseline in European Organization for Research and Treatment of Cancer quality of life myeloma
module (EORTC QLQ-MY20)

Change from baseline in the European Quality of Life Group questionnaire with 5 dimensions and 5 levels per
dimension (EQ-5D-5L) scores

Number of participants with chromosomal abnormalities

Momentos temporales de evaluacion secundaria
No aportado

Criterios de Inclusién

Participantes con mieloma multiple que hayan recibido al menos una linea previa de tratamiento antimieloma, que
debe incluir lenalidomida y un inhibidor del proteasoma administrados en monoterapia o en combinacién. Proteina M
en suero medible (¢,0,5 g/dl) y/o proteina M en orina (¢, 200 mg/24 horas) y/o andlisis de cadenas ligeras libres (CLL)
en suero (andlisis de CLL afectadas ¢,10 mg/dl y proporcion anémala de CLL en suero [<0,26 o0 >1,65])

Criterios de Exclusioén

Participantes con mieloma multiple resistente primario

Infeccion activa conocida por hepatitis A. Infeccion activa o crénica actual por hepatitis B (VHB) o por hepatitis C
(VHC). Se permite la participacion de participantes con enfermedad crénica por VHB o VHC controlada con
tratamiento antivirico.

Mujeres con capacidad de concebir o pacientes del género masculino con pareja con capacidad de concebir que no
se comprometan a utilizar un método anticonceptivo altamente eficaz.

Participantes que hayan recibido algun tratamiento anti-CD38 anterior: (a) administrado menos de 9 meses antes de
la aleatorizacion o (b) intolerantes al anti-CD38 recibido previamente.

Tratamiento previo con pomalidomida.

Participantes con pruebas bioldgicas inadecuadas.

Disfuncién cardiaca importante.

Participantes diagnosticados o tratados de otra neoplasia maligna en los 3 afios anteriores a la aleatorizacion, a
excepcion de la reseccién completa de un carcinoma basocelular o de un carcinoma epidermoide de la piel, una
neoplasia maligna in situ o un cancer de prostata de riesgo bajo después de un tratamiento curativo.

Leucemia de células plasmaticas concomitante.

Amiloidosis de cadena ligera (AL) primaria activa.
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Enfermedad conocida relacionada con el sindrome de inmunodeficiencia adquirida (SIDA) o enfermedad conocida
del virus de la inmunodeficiencia humana (VIH) que requieran tratamiento antivirico

Calendario

(Ultima actualizacion: 03/09/2026)

Autorizacion Inicio de Inclusién Interrumpido Reiniciado
Ensayo Primer Paciente
02/08/2022 y No aportado No aportado
18/08/2022 29/11/2022
Fin de Fin prematuro Fin prematuro Fin del ensayo Fin del ensayo
reclutamiento (Espafia) (Global) en Espafia global
11/04/2024 No aportado No aportado No aportado No aportado

Promotor

Sanofi-Aventis Recherche &amp; Developpement France

82 Avenue Raspail

Contact Person

Clinical Sciences and Operations
8006331610

contact-us@sanofi.com

Monetary support: N/A

Tipo de promotor: Comercial
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Centros

CLINICA UNIVERSIDAD DE NAVARRA

Pamplona/Irufia

Servicio de Hematologia

Complejo Hospitalario La Paz

Madrid

Servicio de Oncologia

HOSPITAL CLINICO UNIVERSITARIO
VIRGEN DE LA ARRIXACA

Murcia

Servicio de Oncologia

Hospital Universitario La Paz

Madrid

Servicio de Hematologia
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Clinica Universidad De Navarra

Pamplona

Servicio de Hematologia

HOSPITAL CLINICO UNIVERSITARIO
DE SALAMANCA (COMPLEJO ASIST.
UNIVERSIT.SA)

Salamanca

Servicio de Hematologia

Hospital Universitario De Salamanca

Salamanca

Servicio de Hematologia

HOSPITAL UNIVERSITARIO MARQUES
DE VALDECILLA

Santander

Servicio de Hematologia
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Hospital Universitario Ramon Y Cajal

Madrid
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Institut Catala D'oncologia
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HOSPITAL UNIVERSITARIO RAMON Y
CAJAL

Madrid

Servicio de Hematologia

Institut Catala D&acute;oncologia

Badalona

Institut Catal&agrave; d'Oncologia - Institut de
Recerca Josep Carreras

University Clinical Hospital Virgen De
La Arrixaca

Murcia

Servicio de Hematologia
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Medicamentos

Imnovid 2 mg hard capsules
CAPSULE, HARD
ORAL USE

Cdédigo ATC: LO4AX06 - POMALIDOMIDA
Principios Activos: N/A

Experimental

Isatuximab
SOLUTION FOR INJECTION
SUBCUTANEOUS USE

Principios Activos: N/A

Experimental

Pomalidomide Adalvo 1 mg hard capsules
CAPSULE, HARD
ORAL USE

Coédigo ATC: LO4AX06 - POMALIDOMIDA
Principios Activos: N/A

Experimental

UNKNOWN USE

Cdédigo ATC: RO3DCO03 - MONTELUKAST
Principios Activos: N/A

Experimental

JAMP Pomalidomide
CAPSULE
ORAL USE

Principios Activos: N/A

Experimental

Isatuximab
SOLUTION FOR INFUSION
INTRAVENOUS USE

Principios Activos: N/A

Experimental

Pomalidomide Adalvo 2 mg hard capsules
CAPSULE, HARD
ORAL USE

Cédigo ATC: LO4AX06 - POMALIDOMIDA

Principios Activos: N/A

Experimental

Pomalidomide Adalvo 3 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX06 - POMALIDOMIDA

Principios Activos: N/A

Experimental
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Imnovid 4 mg hard capsules
CAPSULE, HARD
ORAL USE

Cédigo ATC: LO4AX06 - POMALIDOMIDA
Principios Activos: N/A

Experimental

Isatuximab
SOLUTION FOR INFUSION
INTRAVENOUS USE

Principios Activos: N/A

Experimental

Imnovid 4 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX06 - POMALIDOMIDA
Principios Activos: N/A

Experimental

Imnovid 1 mg hard capsules
CAPSULE, HARD
ORAL USE
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Dexamethason 8 mg JENAPHARM&reg;
TABLET
ORAL USE

Cédigo ATC: HO2AB02 - DEXAMETASONA

Principios Activos: N/A

Experimental

JAMP Pomalidomide
CAPSULE
ORAL USE

Principios Activos: N/A

Experimental

Imnovid 3 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX06 - POMALIDOMIDA
Principios Activos: N/A

Experimental

Imnovid 2 mg hard capsules
CAPSULE, HARD
ORAL USE
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Codigo ATC: LO4AX06 - POMALIDOMIDA
Principios Activos: N/A

Experimental

Dexamethason 4 mg JENAPHARM&reg;
TABLET
ORAL USE

Cédigo ATC: HO2AB02 - DEXAMETASONA
Principios Activos: N/A

Experimental

JAMP Pomalidomide
CAPSULE
ORAL USE

Principios Activos: N/A

Experimental

Imnovid 3 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX06 - POMALIDOMIDA
Principios Activos: N/A

Experimental

Imnovid 1 mg hard capsules
CAPSULE, HARD
ORAL USE
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Codigo ATC: LO4AX06 - POMALIDOMIDA

Principios Activos: N/A

Experimental

DEXAMETHASONE
TABLET
UNKNOWN USE

Principios Activos: N/A

Experimental

Pomalidomide Adalvo 4 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX06 - POMALIDOMIDA

Principios Activos: N/A

Experimental

JAMP Pomalidomide
CAPSULE
ORAL USE

Principios Activos: N/A

Experimental
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Codigo ATC: LO4AX06 - POMALIDOMIDA
Principios Activos: N/A

Experimental

Sin resultados

Identificador
Fecha autorizacion
Estado

Transicionado

2023-508869-32-00 (CTIS)
02/08/2022
Fin Reclutamiento

2021-002485-41
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Information
Identifier Protocol Code
2023-508869-32-00 (CTIS) EFC15951

Transitioned 2021-002485-41

Therapeutic area
Diseases [C] - Cancer [CO04]|

Investigated Disease
Cancer - Plasma cell myeloma recurrent

Scientific Title

A randomized, Phase 3, open label study evaluating subcutaneous versus intravenous administration of isatuximab
in combination with pomalidomide and dexamethasone in adult patients with relapsed and/or refractory multiple
myeloma (RRMM)
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Rationale
Not provided

Main Objective

- Demonstrate the efficacy non-inferiority between isatuximab subcutaneous (SC) and isatuximab intravenous (V) in
combination with pomalidomide and dexamethasone (Pd)

- Demonstrate the pharmacokinetic (PK) non-inferiority between isatuximab SC and isatuximab IV in combination
with Pd

Primary Endpoints

Overall response rate (ORR)
Observed concentration before dosing (Cthrough) at steady state

Temporary moments of secondary assessment
Not provided

Secondary Objective

Assess efficacy of isatuximab SC compared to isatuximab IV in combination with Pd

Demonstrate the PK non-inferiority between isatuximab SC and isatuximab IV in combination with Pd
Assess safety of isatuximab SC and IV in combination with Pd

Assess participants satisfaction with isatuximab SC and IV

Assess efficacy of isatuximab SC compared to isatuximab IV in combination with Pd

Assess safety of isatuximab SC and IV and local tolerability of isatuximab SC in combination with Pd
Characterize PK of isatuximab SC and IV in combination with Pd

Assess the delivery performance of the (investigational) device injector

Assess the potential immunogenicity of isatuximab SC and IV in combination with Pd

Assess the clinical outcome of isatuximab SC and IV in combination with Pd

Explore chromosomal abnormalities (mainly but not limited to t(4;14), t(14;16), del(17p), and 1g21+), and potential
association with clinical outcomes

Secondary Endpoints

Very Good Partial Response or better rate (VGPR

Observed concentration before dosing (Ctrough)

Incidence rate of infusion-reactions

Percentage of participants satisfied or very satisfied with the injection method used to administer study medication
Duration of response (DOR)

Time to first response (TT1R)

Time to best response (TTBR)
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Progression free survival (PFS)

Overall survival (OS)

Progression free survival 2 (PFS2)

Number of participants with treatment-emergent adverse events (TEAES)/serious adverse events (SAES)
Pharmacokinetic (PK) parameter: Maximum plasma concentration (Cmax)

PK parameter: Area under the plasma concentration time curve over the dosing period (AUC)

Successful injection rate

Percentage of participants with anti-drug antibodies (ADA) against isatuximab

Participant expectation questionnaire-baseline (PEQ-BL) score

Patient experience and satisfaction questionnaire- follow up (PESQ-FU) score

Patient experience and satisfaction questionnaire-end of treatment (PESQ-EQT) score

Patients Assessment of Treatment (PAT) questionnaire score

Change from baseline in the Health Resource Utilization and Productivity Questionnaire (HRUPQ) scores

Change from baseline in European Organization for Research and Treatment of Cancer core quality of life
questionnaire (EORTC QLQ-C30) score

Change from baseline in European Organization for Research and Treatment of Cancer quality of life myeloma
module (EORTC QLQ-MY20)

Change from baseline in the European Quality of Life Group questionnaire with 5 dimensions and 5 levels per
dimension (EQ-5D-5L) scores

Number of participants with chromosomal abnormalities

Temporary moments of secondary assessment
Not provided

Inclusion criteria

-Participants with multiple myeloma who have received at least one prior line of anti- myeloma therapy, which must
include lenalidomide and a proteasome inhibitor given alone or in combination. -Measurable serum M-protein ( 0.5
g/dL) and/or urine M-protein ( 200 mg/24 hours) and/or serum free light chain (FLC) assay (Involved FLC assay 10
mg/dL and abnormal serum FLC ratio (<0.26 or >1.65)).

Exclusion criteria

-Primary refractory multiple myeloma participants

-Know active Hepatitis A infection. Current active or chronic hepatitis B (HBV) or hepatitis C (HCV) infection.
Participants with chronic HBV or HCV disease that is controlled under antiviral therapy are allowed.

-Women of childbearing potential or male participant with women of childbearing potential who do not agree to use
highly effective method of birth control

-Participants with prior anti-CD38 treatment: (a) administered less than 9 months before randomization or, (b)
intolerant to the anti-CD38 previously received

-Prior therapy with pomalidomide

Participants with inadequate biological tests.

-Significant cardiac dysfunction

- Participants diagnosed or treated for another malignancy within 3 years prior to randomization with the exception of
complete resection of basal cell carcinoma or squamous cell carcinoma of the skin, and in situ malignancy, or low
risk prostate cancer after curative therapy

-Concomitant plasma cell leukemia

-Active primary amyloid light -chain amyloidosis



Identifier 2023-508869-32-00 (CTIS)

Authorization date 02/08/2022
ﬂ E z < State End of recruitment

Transitioned 2021-002485-41

REGISTRO ESPANOL DE ENSAYOS CLINICOS Page 15 of 22

-Known acquired immunodeficiency syndrome (AIDS)-related illness or known human immunodeficiency virus (HIV)
disease requiring antiviral treatment

Calendar

(Last Update: 03/09/2026)

Authorization Start of Trial First patient Halted Restarted
inclusion
02/08/2022 18/08/2022 Not aported Not aported
29/11/2022
End of Premature end Premature End Trial end Trial end
recruitment (Spain) (Global) (Spain) (Global)
11/04/2024 Not aported Not aported Not aported Not aported

Sponsor

Sanofi-Aventis Recherche &amp; Developpement France

82 Avenue Raspail

Contact Person

Clinical Sciences and Operations

8006331610

contact-us@sanofi.com

Monetary support: N/A

Sponsor type: Commercial
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CLINICA UNIVERSIDAD DE NAVARRA

Pamplona/Irufia

Servicio de Hematologia

Complejo Hospitalario La Paz

Madrid

Servicio de Oncologia

HOSPITAL CLINICO UNIVERSITARIO
VIRGEN DE LA ARRIXACA

Murcia

Servicio de Oncologia

Hospital Universitario La Paz

Madrid

Servicio de Hematologia

Identifier 2023-508869-32-00 (CTIS)

Authorization date 02/08/2022
State End of recruitment
Transitioned 2021-002485-41
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Clinica Universidad De Navarra

Pamplona

Servicio de Hematologia

HOSPITAL CLINICO UNIVERSITARIO
DE SALAMANCA (COMPLEJO ASIST.
UNIVERSIT.SA)

Salamanca

Servicio de Hematologia

Hospital Universitario De Salamanca

Salamanca

Servicio de Hematologia

HOSPITAL UNIVERSITARIO MARQUES
DE VALDECILLA

Santander

Servicio de Hematologia
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Hospital Universitario Marques De
Valdecilla

Santander

Servicio de Hematologia

Hospital Universitario Ramon Y Cajal

Madrid
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Institut Catala D'oncologia

Badalona

Servicio de Hematologia
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HOSPITAL UNIVERSITARIO RAMON Y
CAJAL

Madrid

Servicio de Hematologia

Institut Catala D&acute;oncologia

Badalona

Institut Catal&agrave; d'Oncologia - Institut de
Recerca Josep Carreras

University Clinical Hospital Virgen De
La Arrixaca

Murcia

Servicio de Hematologia
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Medication

Imnovid 2 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX06 - POMALIDOMIDA
Active Principles: N/A

Experimental

Isatuximab
SOLUTION FOR INJECTION
SUBCUTANEOUS USE

Active Principles: N/A

Experimental

Pomalidomide Adalvo 1 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX06 - POMALIDOMIDA
Active Principles: N/A

Experimental

UNKNOWN USE

ATC code: RO3DCO03 - MONTELUKAST
Active Principles: N/A

Experimental

JAMP Pomalidomide
CAPSULE
ORAL USE

Active Principles: N/A

Experimental

Isatuximab
SOLUTION FOR INFUSION
INTRAVENOUS USE

Active Principles: N/A

Experimental

Pomalidomide Adalvo 2 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX06 - POMALIDOMIDA
Active Principles: N/A

Experimental

Pomalidomide Adalvo 3 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX06 - POMALIDOMIDA
Active Principles: N/A

Experimental
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Imnovid 4 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX06 - POMALIDOMIDA
Active Principles: N/A

Experimental

Isatuximab
SOLUTION FOR INFUSION
INTRAVENOUS USE

Active Principles: N/A

Experimental

Imnovid 4 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX06 - POMALIDOMIDA
Active Principles: N/A

Experimental

Imnovid 1 mg hard capsules
CAPSULE, HARD
ORAL USE

Identifier 2023-508869-32-00 (CTIS)

Authorization date 02/08/2022

State End of recruitment

Transitioned 2021-002485-41
Page 20 of 22

Dexamethason 8 mg JENAPHARM&reg;
TABLET
ORAL USE

ATC code: HO2AB02 - DEXAMETASONA
Active Principles: N/A

Experimental

JAMP Pomalidomide
CAPSULE
ORAL USE

Active Principles: N/A

Experimental

Imnovid 3 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX06 - POMALIDOMIDA
Active Principles: N/A

Experimental

Imnovid 2 mg hard capsules
CAPSULE, HARD
ORAL USE
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ATC code: LO4AX06 - POMALIDOMIDA
Active Principles: N/A

Experimental

Dexamethason 4 mg JENAPHARM&reg;
TABLET
ORAL USE

ATC code: H0O2AB02 - DEXAMETASONA
Active Principles: N/A

Experimental

JAMP Pomalidomide
CAPSULE
ORAL USE

Active Principles: N/A

Experimental

Imnovid 3 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX06 - POMALIDOMIDA
Active Principles: N/A

Experimental

Imnovid 1 mg hard capsules
CAPSULE, HARD
ORAL USE

Identifier 2023-508869-32-00 (CTIS)
02/08/2022

State End of recruitment
2021-002485-41
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Authorization date

Transitioned

ATC code: LO4AX06 - POMALIDOMIDA
Active Principles: N/A

Experimental

DEXAMETHASONE
TABLET
UNKNOWN USE

Active Principles: N/A

Experimental

Pomalidomide Adalvo 4 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX06 - POMALIDOMIDA
Active Principles: N/A

Experimental

JAMP Pomalidomide
CAPSULE
ORAL USE

Active Principles: N/A

Experimental




R€cc

REGISTRO ESPANOL DE ENSAYOS CLINICOS

ATC code: LO4AX06 - POMALIDOMIDA
Active Principles: N/A

Experimental

No results

Identifier
Authorization date
State

Transitioned

2023-508869-32-00 (CTIS)
02/08/2022

End of recruitment
2021-002485-41
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