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Estudio aleatorizado en fase Il que compara bortezomib, lenalidomida y
dexametasona (VRd) seguidos de ciltacabtagene autoleucel, una terapia de
linfocitos T con receptor de antigeno quimérico (T-CAR) dirigida contra
BCMA frente a bortezomib, lenalidomida y dexametasona (VRd) seguidos
de una terapia con lenalidomida y dexametasona (Rd) en pacientes con
diagnéstico reciente de mieloma mdltiple para los que no esta previsto un
trasplante de células madre hematopoyéticas como tratamiento inicial

Justificacion
No aportado

Objetivo Principal

Comparar la eficacia de la induccion de VRd seguida de una Unica
administracion de cilta-cel frente a la induccién de VRd seguida de
mantenimiento con Rd en términos de supervivencia sin progresion (SSP)

Variables de Evaluacién Primaria

Supervivencia libre de progresion (SLP) con progresion definida por los
criterios del IMWG, o muerte, lo que ocurra primero

Momentos temporales de evaluacion primaria
No aportado

Objetivo Secundario
No aportado

Variables de Evaluacion Secundaria
No aportado

Momentos temporales de evaluacién secundaria
No aportado
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Criterios de Inclusién

1. ¢18 years of age 2.Diagnostico documentado de MM segun criterios de diagndstico de IMWG 3.Enfermedad
medible en la seleccidén 4. No se considera para quimioterapia de dosis alta con trasplante autélogo de células
madre (TACM) 5.Calificacién del estado de desempefio del Eastern Cooperative Oncology Group de 0. 1 Requisito
de anticonceptivos/barreras. 6.Mujer en edad fértil (WOCBP) debe tener 2 pruebas de embarazo altamente sensible,
gque sean negativas en suero u orina(gonadotropina coriénica humana ¢)antes de comenzar con VRd y debe estar
dispuesta a realizar mas pruebas durante el estudio. 7. Mujer en edad fértil, se compromete a abstenerse de
relaciones heterosexuales o acepta practicar 2 métodos de control de natalidad fiables simultaneamente, por
ejemplo,1 método anticonceptivo(AC) altamente efectivo (tasa de falla de <1% por afio cuando se usa de manera
constante y correcta; ver ejemplos despues) y otro metodo efectivo (por ejemplo, condon masculino de latex o
sintetico, diafragma, o capuchon cervical). 8.Un hombre debe comprometerse a abstenerse de relaciones
heterosexuales o con un hombre. ¢Quien es sexualmente activo con un WOCBP o una mujer embarazada debe
aceptar usar un meétodo anticonceptivo de barrera (p.ej. condén de latex o sintético con
espumalgel/pelicula/crema/supositorio espermicida),sin interrupcion,desde firma de Cl o durante al menos 4
semanas antes de terapia (lo que ocurra antes)hasta al menos 4 semanas después de Ultima dosis de
lenalidomida,3 meses después de ultima dosis de bortezomib,1 afio después de recibir el régimen de
acondicionamiento(ciclofosfamida y fludarabina)o 1 afio después de recibir infusién de cilta-cel.(lo que ocurra mas
tarde),incluso si se han sometido a una vasectomia. ¢ Deben estar de acuerdo en practicar la anticoncepcion de
acuerdo con y durante el periodo de tiempo especificado en programa global de prevencion del embarazo
REVLIMID® (o lenalidomida generico) o el programa local equivalente de prevencién del embarazo REVLIMID® (o
lenalidomida generico) ,el que sea mas estricto. 9. Mujeres y hombres deben aceptar no donar 6vulos (6vulos,
ovocitos) o esperma, durante el estudio y hasta al menos 4 semanas después de la Ultima dosis de lenalidomida, 3
meses después de la ultima dosis de bortezomib, 1 afio después de recibir el régimen de acondicionamiento
(ciclofosfamida y fludarabina), o 1 afio después de recibir la infusién de cilta-cel (lo que ocurra més tarde)

Criterios de Exclusioén

1.ind.fragilidad ¢2 segln puntuacion de evaluacion geriatrica del mieloma 10.Infeccion por hepatitis B.En caso de
que el estado de la infeccion no esté claro, se necesitan niveles cuantitativos para determinar el estado de la
infeccion. 11.Infeccién por hepatitis C (definida como anticuerpo anti-virus de la hepatitis C[VHC]positivo o ARN-
VHC detectable)o que se sabe que tiene antec. de hepatitis C. 12.El pac.no debe requerir oxigeno suplementario
continuo. 13.Contraindicaciones, alergias potencialmente mortales conocidas, hipersensibilidad o intolerancia a
cualquiera de los tto.s del estudio incluido ciclofosfamida o fludarabina (si se conoce) o cualquiera de sus
excipientes, incluidos boro, manitol y dimetilsulféxido. 14.Condicidbn médica subyacente grave, como: ¢, Evidencia de
infeccién viral o bacteriana activa que requiera terapia antimicrobiana sistémica o infeccion fungica sistémica no
controlada. ¢ Enfermedad autoinmune activa. ¢ Evidencia clinica de demencia o estado mental alterado. ¢, Cualquier
historial de Parkinson u otro trastorno neurodegenerativo Medicamentos previos/concomitantes. 15.Tto. previo con
terapia CAR-T dirigida a cualquier objetivo. 16.Cualquier terapia dirigida a BCMA. 17.Cualquier terapia previa para
MM o mieloma latente que no sea ciclo corto de corticosteroides y/o un max. 1 ciclo de Terapia con VRd antes de la
inscripcién -Radioterapia tto. del plasmocitoma dentro de 14 dias anteriores a la inclusion(se permite radiacion
paliativa para control dolor secundario a lesion litica dentro de 14 dias anteriores al reclutamiento).Si portal de
radiacién cubre ¢5% de la reserva de médula 6sea (Ap.10.31),el sujeto es elegible independientemente de fecha de
finalizacién de radioterapia. 2.Neoplasias activas(que progresan o requieren cambio de tto. en ultimos 24
meses)distintas de la enfermedad que se esta tratando en estudio. 3.Neuropatia periférica o dolor neuropético de
Grado 2 o >, segun criterios terminolégicos comunes para eventos adversos del Instituto Nacional del Cancer (NCI-
CTCAE) Versién 5. 4.Las siguientes afecciones cardiacas: ¢ Insuficiencia cardiaca congestiva en estadio Ill o IV de
la New York Heart Association. ¢ Infarto de miocardio o injerto de derivacién de arteria coronaria ¢, 6 meses antes de
la inscripcién. ¢ Historia de arritmia ventricular clinicamente significativa o sincope inexplicable, que no se cree que
sea de naturaleza vasovagal o debido a deshidratacién. ¢ Antec. de miocardiopatia no isquémica grave ¢ECG de
cribado de 12 derivaciones que muestre intervalo QT corregido intervalo QT corregido (QTc) >470 msec (para
mujeres) y >450 msec (para hombres), segun evaluacion del ECG de 12 derivaciones, excepto en pacientes con
marcapasos. ¢ Deterioro de la funcion cardiaca (fraccion de eyeccion del ventriculo izquierdo <45%) segun evaluado
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por ecocardiograma o gammagrafia de adquisicion multiple (MUGA). 5. Historia activa o previa conocida de
afectacion del SNC o muestra signos clinicos de afectacion meningea del MM. 6.Accidente cerebrovascular o
convulsion dentro de 6 meses posteriores a la firma de Cl. 7.Leucemia de células plasméaticas en el momento del
cribado (> 2,0 x 10 ~ 9/ L células plasmaticas por diferencialestandar),macroglobulinemia de Waldenstrom,
sindrome POEMS (polineuropatia, organomegalia, endocrinopatia, proteina monoclonal y cambios cutdneos)o luz
amiloide primaria amiloidosis en cadena. 8.Seropositivo para el virus de la inmunodeficiencia humana (VIH).
9.Vacunado con vacuna viva atenuada en 4 semanas anteriores a la 12 dosis de VRd

Calendario

(Ultima actualizacion: 02/10/2026)

Autorizacion Inicio de Inclusiéon Interrumpido Reiniciado
Ensayo Primer Paciente
11/08/2021 y No aportado No aportado
05/08/2021 19/08/2021
Fin de Fin prematuro Fin prematuro Fin del ensayo Fin del ensayo
reclutamiento (Espafia) (Global) en Espafia global
03/12/2023 No aportado No aportado No aportado No aportado
Promotor

Janssen - Cilag International Belgium

Turnhoutseweg 30

Contact Person
CTIS Point of Contact
+31717996133

CTISadmin@its.jnj.com

Monetary support: N/A

Tipo de promotor: Comercial
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CEIm de la Comunidad Foral de Navarra
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ceic@cfnavarra.es
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Centros

CLINICA UNIVERSIDAD DE NAVARRA

Pamplona/Irufia

HOSPITAL CLINICO UNIVERSITARIO
VIRGEN DE LA ARRIXACA

Murcia

Hospital De La Santa Creu | Sant Pau

Barcelona

Hematology

HOSPITAL GENERAL UNIVERSITARIO
GREGORIO MARANON

Madrid
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HOSPITAL CLINICO UNIVERSITARIO
DE SALAMANCA (COMPLEJO
ASISTENCIAL UNIV.SA)

Salamanca

HOSPITAL DE LA SANTA CREU | SANT
PAU

Barcelona

Hospital General Universitario Gregorio
Maranon

Madrid

Hematology

HOSPITAL UNIVERSITARI VALL
D'HEBRON

Barcelona




R€cc

REGISTRO ESPANOL DE ENSAYOS CLINICOS

HOSPITAL UNIVERSITARIO MARQUES
DE VALDECILLA

Santander

HOSPITAL UNIVERSITARIO Y
POLITECNICO LA FE

Valéncia

Institut Catala D'oncologia

Hospitalet de Llobregat, L'
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HOSPITAL UNIVERSITARIO VIRGEN
DEL ROCIO

Sevilla

HOSPITAL UNIVERSITARIO 12 DE
OCTUBRE

Madrid
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Medicamentos

Lenalidomide Accord 10 mg hard capsules
CAPSULE, HARD
ORAL USE

Co6digo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Lenalidomide Mylan 20 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Lenalidomide Mylan 25 mg hard capsules
CAPSULE, HARD
ORAL USE

Coédigo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Lenalidomide Accord 10 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Lenalidomide Mylan 2.5 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX04 - LENALIDOMIDA

Principios Activos: N/A

Experimental

Lenalidomide Mylan 2.5 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX04 - LENALIDOMIDA

Principios Activos: N/A

Experimental

CARVYKTI 3.2 &times; 1076 1.0 &times; 10"8
cells dispersion for infusion

DISPERSION FOR INFUSION

INTRAVENOUS USE

Cédigo ATC: LO1XLO5 - CILTACABTAGEN AUTOLEUCEL

Principios Activos: N/A

Huérfano Experimental

Lenalidomide Accord 2.5 mg hard capsules
CAPSULE, HARD
ORAL USE

Caédigo ATC: L0O4AX04 - LENALIDOMIDA

Principios Activos: N/A

Experimental
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Dexamethason 4 mg JENAPHARM&reg;
TABLET
ORAL

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

Experimental

Lenalidomide Mylan 20 mg hard capsules
CAPSULE, HARD
ORAL USE

Cdédigo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Lenalidomide Accord 25 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Lenalidomide Mylan 5 mg hard capsules
CAPSULE, HARD
ORAL USE
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Lenalidomide Accord 20 mg hard capsules
CAPSULE, HARD
ORAL USE

Cédigo ATC: LO4AX04 - LENALIDOMIDA

Principios Activos: N/A

Experimental

Lenalidomide Accord 2.5 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX04 - LENALIDOMIDA

Principios Activos: N/A

Experimental

Lenalidomide Accord 15 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Lenalidomide Accord 20 mg hard capsules
CAPSULE, HARD
ORAL USE
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Codigo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Fortecortin&reg; 2 mg Tabletten
TABLET
ORAL USE

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

Experimental

Lenalidomide Mylan 10 mg hard capsules
CAPSULE, HARD
ORAL USE

Cdédigo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Lenalidomide Mylan 10 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Dexamethasone Tablets BP 2.0mg
TABLET
ORAL USE

Identificador 2023-505850-16-00 (CTIS)
Fecha autorizacion 11/08/2021

Estado Fin Reclutamiento
2021-001242-35
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Codigo ATC: LO4AX04 - LENALIDOMIDA

Principios Activos: N/A

Experimental

INTRAVENOUS USE

Cédigo ATC: L01BBO5 - FLUDARABINA

Principios Activos: N/A

Experimental

VELCADE 3.5 mg powder for solution for
injection

SOLUTION FOR INJECTION

SUBCUTANEOUS USE

Cddigo ATC: L01XGO01 - BORTEZOMIB

Principios Activos: N/A

Experimental

Lenalidomide Mylan 15 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX04 - LENALIDOMIDA

Principios Activos: N/A

Experimental

Lenalidomide Accord 5 mg hard capsules
CAPSULE, HARD
ORAL USE
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Cdédigo ATC: HO2AB02 - DEXAMETASONA
Principios Activos: N/A

Experimental

INTRAVENOUS USE

Coédigo ATC: LO1AAOQL - CICLOFOSFAMIDA
Principios Activos: N/A

Experimental

Lenalidomide Mylan 15 mg hard capsules
CAPSULE, HARD
ORAL USE

Cdédigo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Lenalidomide Mylan 25 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Lenalidomide Accord 25 mg hard capsules
CAPSULE, HARD
ORAL USE

Identificador 2023-505850-16-00 (CTIS)
11/08/2021

Estado Fin Reclutamiento
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Codigo ATC: LO4AX04 - LENALIDOMIDA

Principios Activos: N/A

Experimental

Lenalidomide Accord 15 mg hard capsules
CAPSULE, HARD
ORAL USE

Cédigo ATC: LO4AX04 - LENALIDOMIDA

Principios Activos: N/A

Experimental

Lenalidomide Accord 5 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX04 - LENALIDOMIDA

Principios Activos: N/A

Experimental

Lenalidomide Mylan 5 mg hard capsules
CAPSULE, HARD
ORAL USE

Codigo ATC: LO4AX04 - LENALIDOMIDA

Principios Activos: N/A

Experimental
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Codigo ATC: LO4AX04 - LENALIDOMIDA
Principios Activos: N/A

Experimental

Sin resultados
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Information
Identifier Protocol Code
2023-505850-16-00 (CTIS) 68284528MMY 3004

Transitioned 2021-001242-35

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

Investigated Disease
Multiple Myeloma

Scientific Title
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A Phase 3 Randomized Study Comparing Bortezomib, Lenalidomide and Dexamethasone (VRd) followed by
Ciltacabtagene Autoleucel, a Chimeric Antigen Receptor T cell (CAR-T) Therapy Directed Against BCMA versus
Bortezomib, Lenalidomide, and Dexamethasone (VRd) followed by Lenalidomide and Dexamethasone (Rd) Therapy
in Participants with Newly Diagnosed Multiple Myeloma for Whom Hematopoietic Stem Cell Transplant is Not
Planned as Initial Therapy.

Rationale
Not provided

Main Objective

To compare the efficacy of bortezomib, lenalidomide, and dexamethasone (VRd) induction followed by a single
administration of cilta-cel versus VRd induction followed by lenalidomide and dexamethasone (Rd) maintenance in
terms of progression-free survival (PFS).

Primary Endpoints
Progression-free survival (PFS) with progression defined by IMWG criteria, or death, whichever occurred first.

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. 18 years of age 2. Documented diagnosis of MM according to IMWG diagnostic criteria 3. Measurable disease at
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Screening 4. Not considered for high-dose chemotherapy with autologous stem cell transplant (ASCT) 5. Eastern
Cooperative Oncology Group Performance Status grade of 0 or 1 Contraceptive/Barrier Requirements 6. A woman of
childbearing potential (WOCBP) must have 2 negative highly sensitive serum or urine pregnancy test (beta-human
chorionic gonadotropin) tests prior to starting VRd and must agree to further testing during the study. 7. When a
woman is of childbearing potential, the participant must commit either to abstaining continuously from heterosexual
intercourse or agree to practice 2 methods of reliable birth control simultaneously, ie, one highly effective method of
contraception (failure rate of <1% per year when used consistently and correctly; see examples below) and one other
effective method (ie, male latex or synthetic condom, diaphragm, or cervical cap). 8. A man must commit either to
abstaining continuously from heterosexual intercourse or a man Who is sexually active with a WOCBP or a pregnant
woman must agree to use a barrier method of contraception (eg, latex or synthetic condom with spermicidal
foam/gel/film/cream/suppository), without interruption, from the time of signing the informed consent form (ICF) until
at least 4 weeks after the last dose of lenalidomide, 3 months after the last dose of bortezomib, 1 year after receiving
the conditioning regimen (cyclophosphamide and fludarabine) or 1 year after receiving cilta-cel infusion (whichever is
later), even if they have undergone a successful vasectomy. Should agree to practice contraception according to and
for the time frame specified in the global REVLIMID® ( or generic lenalidomide) pregnancy prevention program or
equivalent local REVLIMID® (or generic lenalidomide) pregnancy prevention program, whichever is more stringent.
9. Women and men must agree not to donate eggs (ova, oocytes) or sperm, respectively, during the study and until
at least 4 weeks after the last dose of lenalidomide, 3 months after the last dose of bortezomib, 1 year after receiving
the conditioning regimen (cyclophosphamide and fludarabine), or 1 year after receiving cilta-cel infusion (whichever
is later).

Exclusion criteria

1. Frailty index of 2 according to Myeloma Geriatric Assessment score 10. Hepatitis B infection. In the event the
infection status is unclear, quantitative levels are necessary to determine the infection status. 11. Hepatitis C
infection (defined as anti-hepatitis C virus [HCV] antibody positive or detectable HCV-RNA) or known to have a
history of hepatitis C. 12. Participant must not require continuous supplemental oxygen. 13. Contraindications, known
life-threatening allergies, hypersensitivity, or intolerance to any of the study treatments, including cyclophosphamide
or fludarabine (if known) or any of their excipients, including boron, mannitol, dimethyl sulfoxide. 14. Serious
underlying medical condition, such as: Evidence of active viral or bacterial infection requiring systemic antimicrobial
therapy, or uncontrolled systemic fungal infection Active autoimmune disease Overt clinical evidence of dementia or
altered mental status Any history of Parkinson's disease or other neurodegenerative disorder Prior/Concomitant
Medications. 15. Prior treatment with CAR-T therapy directed at any target. 16. Any therapy that is targeted to
BCMA. 17. Any prior therapy for MM or smoldering myeloma other than a short course of corticosteroids and/or
maximum 1 cycle of VRd therapy prior to enroliment. 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). However, if the radiation portal covered 5% of the bone marrow reserve, the subject is eligible
irrespective of the end date of radiation therapy. 2. Active malignancies (ie, progressing or requiring treatment
change in the last 24 months) other than the disease being treated under study. 3.Peripheral neuropathy or
neuropathic pain Grade 2 or higher, as defined by the National Cancer Institute-Common Terminology Criteria for
Adverse Events (NCI-CTCAE) Version 5. 4. The following cardiac conditions: New York Heart Association Stage Il
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 Screening 12-lead ECG showing a baseline
corrected Prolonged corrected QT interval (QTc) >470 msec (for women) and >450 msec (for men), as assessed by
12-lead ECG, except in participants with a pacemaker. Impaired cardiac function (left ventricular ejection fraction
<45%) as assessed by echocardiogram or multiple-gated acquisition (MUGA) scan. 5. Known active, or prior history
of central nervous system (CNS) involvement or exhibits clinical signs of meningeal involvement of MM. 6.Stroke or
seizure within 6 months of signing ICF. 7.Plasma cell leukemia at the time of screening (>2.0 x 10"9/L plasma cells
by standard differential), Waldenstrom's macroglobulinemia, POEMS syndrome (polyneuropathy, organomegaly,
endocrinopathy, monoclonal protein, and skin changes), or primary amyloid light-chain amyloidosis. 8. Seropositive
for human immunodeficiency virus (HIV). 9. Vaccinated with live, attenuated vaccine within 4 weeks prior to first dose
of VRd.
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Authorization Start of Trial

11/08/2021 05/08/2021
End of Premature end

recruitment (Spain)

03/12/2023 Not aported

Janssen - Cilag International Belgium

Turnhoutseweg 30

Contact Person

CTIS Point of Contact
+31717996133

CTISadmin@its.jnj.com

Monetary support: N/A

Sponsor type: Commercial

CEIm de la Comunidad Foral de Navarra
C/ Irunlarrea, 3 31008 Pamplona

ceic@cfnavarra.es

Calendar

(Last Update: 02/10/2026)

First patient
inclusion

19/08/2021

Premature End
(Global)

Not aported

Sponsor

Ceim

Identifier
Authorization date
State

Transitioned

Halted
Not aported

Trial end
(Spain)

Not aported

2023-505850-16-00 (CTIS)
11/08/2021

End of recruitment
2021-001242-35
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Restarted

Not aported

Trial end
(Global)

Not aported
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CLINICA UNIVERSIDAD DE NAVARRA

Pamplona/Irufia

HOSPITAL CLINICO UNIVERSITARIO
VIRGEN DE LA ARRIXACA

Murcia

Hospital De La Santa Creu | Sant Pau

Barcelona

Hematology

HOSPITAL GENERAL UNIVERSITARIO
GREGORIO MARANON

Madrid

Identifier 2023-505850-16-00 (CTIS)

Authorization date 11/08/2021

State End of recruitment

Transitioned 2021-001242-35
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HOSPITAL CLINICO UNIVERSITARIO
DE SALAMANCA (COMPLEJO
ASISTENCIAL UNIV.SA)

Salamanca

HOSPITAL DE LA SANTA CREU | SANT
PAU

Barcelona

Hospital General Universitario Gregorio
Maranon

Madrid

Hematology

HOSPITAL UNIVERSITARI VALL
D'HEBRON

Barcelona
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HOSPITAL UNIVERSITARIO MARQUES
DE VALDECILLA

Santander

HOSPITAL UNIVERSITARIO Y
POLITECNICO LA FE

Valéncia

Institut Catala D'oncologia

Hospitalet de Llobregat, L'

Identifier 2023-505850-16-00 (CTIS)

Authorization date 11/08/2021
State End of recruitment
Transitioned 2021-001242-35
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HOSPITAL UNIVERSITARIO VIRGEN
DEL ROCIO

Sevilla

HOSPITAL UNIVERSITARIO 12 DE
OCTUBRE

Madrid
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Identifier 2023-505850-16-00 (CTIS)

Authorization date 11/08/2021

State End of recruitment

Transitioned 2021-001242-35
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Medication

Lenalidomide Accord 10 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Mylan 20 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Mylan 25 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Accord 10 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Mylan 2.5 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Mylan 2.5 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

CARVYKTI 3.2 &times; 1076 1.0 &times; 10"8
cells dispersion for infusion

DISPERSION FOR INFUSION

INTRAVENOUS USE

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

Orphan Experimental

Lenalidomide Accord 2.5 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental
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Dexamethason 4 mg JENAPHARM&reg;
TABLET
ORAL

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

Experimental

Lenalidomide Mylan 20 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Accord 25 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Mylan 5 mg hard capsules
CAPSULE, HARD
ORAL USE

Identifier 2023-505850-16-00 (CTIS)

Authorization date 11/08/2021

State End of recruitment

Transitioned 2021-001242-35
Page 20 of 23

Lenalidomide Accord 20 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Accord 2.5 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Accord 15 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Accord 20 mg hard capsules
CAPSULE, HARD
ORAL USE




R€cc

REGISTRO ESPANOL DE ENSAYOS CLINICOS

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Fortecortin&reg; 2 mg Tabletten
TABLET
ORAL USE

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

Experimental

Lenalidomide Mylan 10 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Mylan 10 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Dexamethasone Tablets BP 2.0mg
TABLET
ORAL USE

Identifier 2023-505850-16-00 (CTIS)

Authorization date 11/08/2021

State End of recruitment

Transitioned 2021-001242-35
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ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

INTRAVENOUS USE

ATC code: LO1BBO05 - FLUDARABINA
Active Principles: N/A

Experimental

VELCADE 3.5 mg powder for solution for
injection

SOLUTION FOR INJECTION

SUBCUTANEOUS USE

ATC code: LO1XGO1 - BORTEZOMIB
Active Principles: N/A

Experimental

Lenalidomide Mylan 15 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Accord 5 mg hard capsules
CAPSULE, HARD
ORAL USE
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ATC code: HO2AB02 - DEXAMETASONA
Active Principles: N/A

Experimental

INTRAVENOUS USE

ATC code: LO1AAO1 - CICLOFOSFAMIDA
Active Principles: N/A

Experimental

Lenalidomide Mylan 15 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Mylan 25 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Accord 25 mg hard capsules
CAPSULE, HARD
ORAL USE

Identifier 2023-505850-16-00 (CTIS)

Authorization date 11/08/2021

State End of recruitment

Transitioned 2021-001242-35
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ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Accord 15 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Accord 5 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

Lenalidomide Mylan 5 mg hard capsules
CAPSULE, HARD
ORAL USE

ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental
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ATC code: LO4AX04 - LENALIDOMIDA
Active Principles: N/A

Experimental

No results

Identifier
Authorization date
State

Transitioned

2023-505850-16-00 (CTIS)
11/08/2021

End of recruitment
2021-001242-35
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