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Informacion
Identificador Cod. Protocolo
2023-508128-37-00 (CTIS) CCTL019A2205B

Transicionado 2014-001673-14

Areaterapéutica

-Enfermedades [C] - Patologias del sistema inmunitario [C20]
-Enfermedades [C] - Hematologia [C15]

Enfermedad investigada
Todos los pacientes que han sido tratados con la terapia celular CART de Novartis o Penn para cualquier indicacién

Titulo Cientifico
Seguimiento a largo plazo de pacientes tratados con la terapia celular CART basada en vectores lentivirales
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Justificacion
No aportado

Objetivo Principal

Describir los AA diferidos seleccionados que se sospeche que estan relacionados con la terapia celular CART
anterior como se describe en las directrices actuales de las autoridades sanitarias

Variables de Evaluacién Primaria

Proporcién de pacientes con acontecimientos en cada una de las siguientes categorias:

¢Nuevas neoplasias malignas secundarias

¢Infecciones graves nuevas ¢ Nueva incidencia de trastorno neurolégico grave ¢ Nueva incidencia o exacerbacién de
un trastorno reumatologico previo u otro trastorno autoinmunitario ¢ Nueva incidencia de un trastorno hematoldgico
¢, Otros acontecimientos adversos considerados relacionados con la terapia celular CAR

Momentos temporales de evaluacion primaria
No aportado

Objetivo Secundario

Supervisar la persistencia de los linfocitos T modificados en sangre periférica Supervisar el LCR (lentivirus
competente para replicacion) Evaluar la eficacia a largo plazo de la terapia celular CART en pacientes de
hematologia u oncologia Supervisar los niveles de linfocitos Describir el crecimiento, el desarrollo y la condicion
reproductiva femenina en pacientes que tenian <18afios en el momento de la terapia celular CART inicia

Variables de Evaluacion Secundaria

Proportion of patients with detectable CAR transgene levels in peripheral blood by gPCR at pre-specified time points
Proportion of patients with detectable RCL by VSV-G gPCR in peripheral blood at pre-specified time points
Proportion of patients who relapse or progress among patients who had not relapsed or progressed at study entry/re-
entry Incidence of death Note: For non-hematology/non-oncology patients, though there will be no formal
assessments for efficacy, data on disease indication management will be captured in the Concomitant Medication
CRF (e.g., rescue medication including immunosuppressive medications).

B and T lymphocyte counts

Height and weight, Tanner staging, menstruation status The pregnancy status for female patients will be captured in
the CRF. For female partners of male patients if female partners provide consent, pregnancy outcome and data on
live births for infants at birth, 3 months and 1 year of age is captured in Novartis safety forms.

Momentos temporales de evaluacidon secundaria
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No aportado

Criterios de Inclusién

Los pacientes deben haber recibido terapia celular CART en una de las siguientes circunstancias:

¢ Ensayos de la terapia celular CART patrocinados por Novartis o Penn, en los que se administro la terapia celular
CART en monoterapia o como tratamiento de combinacién ¢ Programas de acceso gestionado (managed access
programs, MAP) de Novartis fuera del entorno comercial, es decir, en los que se pretendia administrar la terapia
celular CART en el contexto de un ensayo clinico de la terapia celular CART patrocinado por Novartis o Penn

Los pacientes deben proporcionar su consentimiento o asentimiento informado antes de incorporase al estudi

Criterios de Exclusion
No hay criterios de exclusion especificos para este estudio

Calendario

(Ultima actualizacion: 23/10/2026)

Autorizacion Inicio de Inclusién Interrumpido Reiniciado
Ensayo Primer Paciente
01/12/2015 y No aportado No aportado
15/01/2016 16/07/2018
Fin de Fin prematuro Fin prematuro Fin del ensayo Fin del ensayo
reclutamiento (Espafia) (Global) en Espafia global

No aportado No aportado No aportado No aportado No aportado
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Centros

Clinica Universidad De Navarra COMPLEJO HOSPITALARIO REGIONAL

VIRGEN DEL ROCIO
Pamplona

Sevilla

Hematology
Servicio de Hematologia y Hemoterapia

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

Salamanca

HOSPITAL CLINICO UNIVERSITARIO HOSPITAL DE LA SANTA CREU | SANT
DE VALENCIA PAU

Valéncia Barcelona

Hematologia

Hospital De La Santa Creu | Sant Pau HOSPITAL DE SANT JOAN DE DEU

Barcelona ESPLUGUES DE LLOBREGAT

Oncology Hematologia
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Hospital General Universitario Gregorio
Maranon

Madrid

Oncology

HOSPITAL GENERAL UNIVERSITARIO
GREGORIO MARANON

Madrid

Hematologia

HOSPITAL UNIVERSITARI VALL
D'HEBRON

Barcelona

Servicio de Hematologia

HOSPITAL UNIVERSITARIO 12 DE
OCTUBRE

Madrid
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Hospital General Universitario Gregorio
Maranon

Madrid

Department of Rheumatology

HOSPITAL UNIVERSITARI VALL
D'HEBRON

Barcelona

Servicio de Oncologia y Hematologia Pediatricas

Hospital Universitario La Paz

Madrid

Hematology and Hemotherapy

Institut Catala D'oncologia

Hospitalet de Llobregat, L'

Institut Catala D'oncologia - Hospital Duran | Reynals
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Sant Joan De Deu Barcelona Hospital

Esplugues De Llobregat

Oncology

Medicamentos
PHES885 TISAGENLECLEUCEL
DISPERSION FOR INFUSION DISPERSION FOR INFUSION
INTRAVENOUS INFUSION INTRAVENIOUS INFUSION

Principios Activos: N/A Principios Activos: N/A

Experimental Huérfano Experimental

YTB323
DISPERSION FOR INFUSION
INTRAVENOUS INFUSION

Principios Activos: N/A

Experimental

Sin resultados




Identifier 2023-508128-37-00 (CTIS)
Authorization date 01/12/2015
n e z ‘ State Recruiting

Transitioned 2014-001673-14

REGISTRO ESPANOL DE ENSAYOS CLINICOS Page 8 of 14

Information
Identifier Protocol Code
2023-508128-37-00 (CTIS) CCTL019A2205B

Transitioned 2014-001673-14

Therapeutic area

-Diseases [C] - Immune System Diseases [C20]
-Diseases [C] - Hemic and Lymphatic Diseases [C15]

Investigated Disease
All patients who have been treated with Novartis or Penn CAR T-cell therapy for any indication

Scientific Title
Long Term Follow-Up of Patients Exposed to Lentiviral-Based CAR T-CellTherapy
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Rationale
Not provided

Main Objective

Describe selected, delayed AEs that are suspected to be related to previous CAR T-cell therapy as outlined in
current Health Authority guidelines

Primary Endpoints

Proportion of patients with events in each of the following categories: For participants treated for non-
hematology/non-oncology indications: New primary malignanciesFor participants with hematology/oncology
indications: New secondary malignanciesNew serious infectionsNew incidence of serious neurologic disorderNew
incidence or exacerbation of a prior rheumatologic or other autoimmune disorderNew incidence of a hematologic
disorderOther adverse events considered related to CAR T-cell thera

Temporary moments of secondary assessment
Not provided

Secondary Objective

Monitor the persistence of modified T-cells in peripheral blood Monitor for RCL (Replication Competent Lentivirus)
Assess the long-term efficacy of CAR T-cell therapy for hematology/oncology patients Monitor lymphocyte levels
Describe the growth, development, and female reproductive status for patients who were aged < 18 years at the time
of the initial CAR T cell therapy

Secondary Endpoints

Proportion of patients with detectable CAR transgene levels in peripheral blood by gPCR at pre-specified time points
Proportion of patients with detectable RCL by VSV-G gPCR in peripheral blood at pre-specified time points
Proportion of patients who relapse or progress among patients who had not relapsed or progressed at study entry/re-
entry Incidence of death Note: For non-hematology/non-oncology patients, though there will be no formal
assessments for efficacy, data on disease indication management will be captured in the Concomitant Medication
CRF (e.g., rescue medication including immunosuppressive medications).

B and T lymphocyte counts

Height and weight, Tanner staging, menstruation status The pregnancy status for female patients will be captured in
the CRF. For female partners of male patients if female partners provide consent, pregnancy outcome and data on
live births for infants at birth, 3 months and 1 year of age is captured in Novartis safety forms.

Temporary moments of secondary assessment
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Not provided

Inclusion criteria

Patients must have received CAR T-cell therapy within one of the following: Novartis or Penn sponsored CAR T-cell
treatment trials where CAR T-cell therapy was given as monotherapy or as combination therapy. Novartis managed
access programs (MAPSs) outside of the commercial setting, i.e. where CAR T-cell therapy was intended to be given
in the setting of a Novartis or Penn sponsored CAR T-cell treatment trial

Patients must provide informed consent/assent prior to their entry into this study

Exclusion criteria
There are no specific exclusion criteria for this study.

Calendar

(Last Update: 23/10/2026)

Authorization

01/12/2015

End of
recruitment

Not aported

Start of Trial
15/01/2016

Premature end
(Spain)

Not aported

First patient
inclusion

16/07/2018

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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Sites

Clinica Universidad De Navarra COMPLEJO HOSPITALARIO REGIONAL

VIRGEN DEL ROCIO
Pamplona

Sevilla

Hematology
Servicio de Hematologia y Hemoterapia

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

Salamanca

HOSPITAL CLINICO UNIVERSITARIO HOSPITAL DE LA SANTA CREU | SANT
DE VALENCIA PAU

Valéncia Barcelona

Hematologia

Hospital De La Santa Creu | Sant Pau HOSPITAL DE SANT JOAN DE DEU

Barcelona ESPLUGUES DE LLOBREGAT

Oncology Hematologia
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Hospital General Universitario Gregorio
Maranon

Madrid

Oncology

HOSPITAL GENERAL UNIVERSITARIO
GREGORIO MARANON

Madrid

Hematologia

HOSPITAL UNIVERSITARI VALL
D'HEBRON

Barcelona

Servicio de Hematologia
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OCTUBRE

Madrid
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Hospital General Universitario Gregorio
Maranon

Madrid

Department of Rheumatology

HOSPITAL UNIVERSITARI VALL
D'HEBRON

Barcelona

Servicio de Oncologia y Hematologia Pediatricas

Hospital Universitario La Paz

Madrid

Hematology and Hemotherapy

Institut Catala D'oncologia

Hospitalet de Llobregat, L'

Institut Catala D'oncologia - Hospital Duran | Reynals
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Sant Joan De Deu Barcelona Hospital

Esplugues De Llobregat

Oncology

Identifier
Authorization date
State

Transitioned

Medication

PHEB885
DISPERSION FOR INFUSION
INTRAVENOUS INFUSION

Active Principles: N/A

Experimental

YTB323
DISPERSION FOR INFUSION
INTRAVENOUS INFUSION

Active Principles: N/A

Experimental

TISAGENLECLEUCEL
DISPERSION FOR INFUSION
INTRAVENIOUS INFUSION

Active Principles: N/A

Orphan

No results
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Experimental




