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Informacion
Identificador Cod. Protocolo
2025-521975-30-00 (CTIS) 68284528MMY2012

Areaterapéutica
Enfermedades [C] - Cancer [C04]|

Enfermedad investigada
Newly Diagnosed Multiple Myeloma

Titulo Cientifico
A Phase 2 Multicohort Trial to Further Characterize the Efficacy and Safety of Ciltacabtagene Autoleucel
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Justificacion
No aportado

Objetivo Principal

To characterize the efficacy of cilta-cel infusion following a fludarabine free LD regimen
(Cohort A) or a low-dose cilta-cel infusion following a standard cyclophosphamide and fludarabine LD regimen
(Cohort B)

Variables de Evaluacion Primaria
MRD-negative CR at 12 months after cilta-cel infusion with a sensitivity of 10"-5

Momentos temporales de evaluacién primaria
No aportado

Objetivo Secundario
No aportado

Variables de Evaluacion Secundaria
No aportado

Momentos temporales de evaluacién secundaria
No aportado

Criterios de Inclusién

1. At the time of informed consent, be 18 years of age (or at least the legal age of consent in the jurisdiction in which
the study is taking place) but 80 years of age.

2. Documented diagnosis of NDMM according to the most recent IMWG diagnostic criteria and measurable disease
at diagnosis (prior to start of any anti-myeloma therapy)

3. Not considered a candidate for high-dose chemotherapy with stem cell transplantation due to: -Advanced age; or -
Presence of comorbid condition(s) likely to have a negative impact on tolerability of high-dose chemotherapy with
stem cell transplantation; or -Participant refusal of high-dose chemotherapy with stem cell transplantation as initial
treatment.
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4. Participant must have received induction therapy. Initially, only participants receiving triplet induction therapy with
DRd or VRd will be enrolled. Only after sponsor notification, participants receiving quadruplet DVRd induction
therapy may be enrolled.Participants must have achieved PR to be enrolled on the most recent disease assessment.
5. ECOG Performance Status score of 0 or 1

6. Clinical laboratory values as defined in the protocol

Criterios de Exclusioén

1. Prior systemic therapy for multiple myeloma or smoldering myeloma other than VRd, DRd or DVRd as per
inclusion 4a and short course of corticosteroids . For participants who require emergency treatment, refer to protocol
Section 4.4. 2. Radiation therapy for treatment of plasmacytoma within 14 days before enrollment. Palliative radiation
for pain control secondary to lytic lesion is allowed within 14 days of enrollment, if the radiation portal covered 5% of
the bone marrow reserve 3. Frailty index of 2 according to Myeloma Geriatric Assessment score 4. The following
cardiac conditions: - New York Heart Association stage Ill or IV congestive heart failure. - Myocardial infarction or
coronary artery bypass graft 6 months prior to enroliment. - History of clinically significant ventricular arrhythmia or
unexplained syncope, not believed to be vasovagal in nature or due to dehydration. - History of severe non-ischemic
cardiomyopathy. - Impaired cardiac function (LVEF <45%) as assessed by echocardiogram or multiple-gated
acquisition scan (performed 60 days prior to apheresis). 5. Grade 2 or higher ongoing non-hematologic toxicity due
to induction therapy, with the exception of grade 2 peripheral neuropathy due to bortezomib. 6. Participants who
require continuous supplemental oxygen.

Calendario

(Ultima actualizacion: 24/07/2026)

Autorizacion Inicio de Inclusiéon Interrumpido Reiniciado
Ensayo Primer Paciente
20/08/2025 y No aportado No aportado
03/10/2025 03/10/2025
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

Ceim
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Centros

Clinica Universidad De Navarra Hospital Clinic De Barcelona

Pamplona Barcelona

Hematologia Hematologia

Hospital Germans Trias | Pujol Hospital Universitari Vall D Hebron

Badalona Barcelona

Hematologia Hematologia

Hospital Universitario De Salamanca Hospital Universitario Marques De

Valdecilla
Salamanca

Santander

Hematologia
Hematologia

Hospital Universitario 12 De Octubre University Hospital Virgen Del Rocio
SH I

Madrid
Sevilla

Hematologia
Hematologia
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Medicamentos
JNJ-68284528 CARVYKTI 3.2 &times; 1076 1 &times; 10"8
DISPERSION FOR INFUSION cells dispersion for infusion
INTRAVENOUS USE DISPERSION FOR INFUSION

INTRAVENOUS USE

Cédigo ATC: LO1XLO5 - CILTACABTAGEN AUTOLEUCEL
Principios Activos: N/A Principios Activos: N/A

Huérfano Experimental Huérfano Experimental

Sin resultados
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Information
Identifier Protocol Code
2025-521975-30-00 (CTIS) 68284528MMY2012

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

Investigated Disease
Newly Diagnosed Multiple Myeloma

Scientific Title
A Phase 2 Multicohort Trial to Further Characterize the Efficacy and Safety of Ciltacabtagene Autoleucel
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Rationale
Not provided

Main Objective

To characterize the efficacy of cilta-cel infusion following a fludarabine free LD regimen
(Cohort A) or a low-dose cilta-cel infusion following a standard cyclophosphamide and fludarabine LD regimen
(Cohort B)

Primary Endpoints
MRD-negative CR at 12 months after cilta-cel infusion with a sensitivity of 10"-5

Temporary moments of secondary assessment
Not provided

Secondary Objective
Not provided

Secondary Endpoints
Not provided

Temporary moments of secondary assessment
Not provided

Inclusion criteria

1. At the time of informed consent, be 18 years of age (or at least the legal age of consent in the jurisdiction in which
the study is taking place) but 80 years of age.

2. Documented diagnosis of NDMM according to the most recent IMWG diagnostic criteria and measurable disease
at diagnosis (prior to start of any anti-myeloma therapy)

3. Not considered a candidate for high-dose chemotherapy with stem cell transplantation due to: -Advanced age; or -
Presence of comorbid condition(s) likely to have a negative impact on tolerability of high-dose chemotherapy with
stem cell transplantation; or -Participant refusal of high-dose chemotherapy with stem cell transplantation as initial
treatment.
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4. Participant must have received induction therapy. Initially, only participants receiving triplet induction therapy with
DRd or VRd will be enrolled. Only after sponsor notification, participants receiving quadruplet DVRd induction
therapy may be enrolled.Participants must have achieved PR to be enrolled on the most recent disease assessment.
5. ECOG Performance Status score of 0 or 1

6. Clinical laboratory values as defined in the protocol

Exclusion criteria

1. Prior systemic therapy for multiple myeloma or smoldering myeloma other than VRd, DRd or DVRd as per
inclusion 4a and short course of corticosteroids . For participants who require emergency treatment, refer to protocol
Section 4.4. 2. Radiation therapy for treatment of plasmacytoma within 14 days before enrollment. Palliative radiation
for pain control secondary to lytic lesion is allowed within 14 days of enrollment, if the radiation portal covered 5% of
the bone marrow reserve 3. Frailty index of 2 according to Myeloma Geriatric Assessment score 4. The following
cardiac conditions: - New York Heart Association stage Ill or IV congestive heart failure. - Myocardial infarction or
coronary artery bypass graft 6 months prior to enroliment. - History of clinically significant ventricular arrhythmia or
unexplained syncope, not believed to be vasovagal in nature or due to dehydration. - History of severe non-ischemic
cardiomyopathy. - Impaired cardiac function (LVEF <45%) as assessed by echocardiogram or multiple-gated
acquisition scan (performed 60 days prior to apheresis). 5. Grade 2 or higher ongoing non-hematologic toxicity due
to induction therapy, with the exception of grade 2 peripheral neuropathy due to bortezomib. 6. Participants who
require continuous supplemental oxygen.

Calendar

(Last Update: 24/07/2026)

Authorization

20/08/2025

End of
recruitment

Not aported

Start of Trial
03/10/2025

Premature end
(Spain)

Not aported

First patient
inclusion

03/10/2025

Premature End
(Global)

Not aported

Halted
Not aported

Trial end
(Spain)

Not aported

Restarted

Not aported

Trial end
(Global)

Not aported
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Sponsor

Ceim
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Clinica Universidad De Navarra

Pamplona

Hematologia

Hospital Germans Trias | Pujol

Badalona

Hematologia

Hospital Universitario De Salamanca

Salamanca

Hematologia

Hospital Universitario 12 De Octubre

Madrid

Hematologia
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Hospital Clinic De Barcelona

Barcelona

Hematologia

Hospital Universitari Vall D Hebron

Barcelona

Hematologia

Hospital Universitario Marques De
Valdecilla

Santander

Hematologia

University Hospital Virgen Del Rocio
SH I

Sevilla

Hematologia
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Medication
JNJ-68284528 CARVYKTI 3.2 &times; 1076 1 &times; 1078
DISPERSION FOR INFUSION cells dispersion for infusion
INTRAVENOUS USE DISPERSION FOR INFUSION

INTRAVENOUS USE

ATC code: LO1XLO5 - CILTACABTAGEN AUTOLEUCEL
Active Principles: N/A Active Principles: N/A

Orphan Experimental Orphan Experimental

No results




