Identificador 2024-510734-41-00 (CTIS)
Fecha autorizacion 14/07/2021
n e z‘ : Estado Fin Reclutamiento

Transicionado 2020-004225-22

REGISTRO ESPANOL DE ENSAYOS CLINICOS

Péagina 1 de 10

Informacion
Identificador Cod. Protocolo
2024-510734-41-00 (CTIS) CSEG101A2401B

Transicionado 2020-004225-22

Areaterapéutica
Enfermedades [C] - Hematologia [C15]]|

Enfermedad investigada
Sickle cell disease

Titulo Cientifico

An Open-label, Multi-center, Phase IV, Rollover Study for Patients with Sickle Cell Disease who have Completed a
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Prior Novartis-Sponsored Crizanlizumab Study

Justificacion
No aportado

Objetivo Principal

To allow access of crizanlizumab to patients with SCD who are on crizanlizumab treatment in a Novartis-sponsored
study

Variables de Evaluacién Primaria
N/A

Momentos temporales de evaluacion primaria
No aportado

Objetivo Secundario
To assess the overall safety of crizanlizumab in SCD patients

Variables de Evaluacion Secundaria
Frequency, severity and causality of treatment emergent adverse events

Momentos temporales de evaluacién secundaria
No aportado

Criterios de Inclusién

Written informed consent/assent, according to local guidelines, signed by the adult patients.

SCD patient currently enrolled and benefitting from a Novartis-sponsored study receiving crizanlizumab and has
fulfilled all the requirements

Patient has demonstrated compliance to the planned visit schedule in the parent study, and in the opinion of the
investigator has shown willingness and ability to comply with future visit schedules
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Criterios de Exclusiéon

Patient had permanently discontinued from crizanlizumab study treatment in the parent study before the parent study
completion

Ongoing/unresolved treatment-related Grade 3 or higher AEs, and/or any ongoing AE requiring dose interruption
Concurrent participation in any other investigational clinical trial other than the parent study or plan to participate in
any other investigational clinical trial

Women of childbearing potential who are unwilling to be on highly effective contraceptives during dosing and until 15
weeks after stopping treatment with crizanlizumab

Pregnant or nursing women

Calendario

(Ultima actualizacion: 15/09/2025)

Autorizacioén

14/07/2021

Fin de
reclutamiento

30/10/2024

Inicio de
Ensayo

29/10/2021

Fin prematuro
(Espafia)

No aportado

Novartis Pharma AG Switzerland

Lichtstrasse 35

Contact Person

Novartis Pharma Arzneimittel GmbH

+499112730

legal.representative@novartis.com

Monetary support: N/A

Tipo de promotor: Comercial

Inclusién
Primer Paciente

23/11/2021

Fin prematuro
(Global)

No aportado

Promotor

Interrumpido

No aportado

Fin del ensayo
en Espafia

No aportado

Reiniciado

No aportado

Fin del ensayo
global

No aportado
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Palma

HOSPITAL UNIVERSITARI VALL
D'HEBRON

Barcelona
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SEG101

CONCENTRATE FOR SOLUTION FOR INFUSION

INTRAVENOUS USE

Principios Activos: N/A

Medicamentos

Experimental

Sin resultados

Identificador
Fecha autorizacion
Estado

Transicionado

2024-510734-41-00 (CTIS)
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Fin Reclutamiento
2020-004225-22
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Information
Identifier Protocol Code
2024-510734-41-00 (CTIS) CSEG101A2401B

Transitioned 2020-004225-22

Therapeutic area
Diseases [C] - Hemic and Lymphatic Diseases [C15]|

Investigated Disease
Sickle cell disease

Scientific Title

An Open-label, Multi-center, Phase IV, Rollover Study for Patients with Sickle Cell Disease who have Completed a




Identifier 2024-510734-41-00 (CTIS)

Authorization date 14/07/2021
ﬂ e z < State End of recruitment

Transitioned 2020-004225-22

REGISTRO ESPANOL DE ENSAYOS CLINICOS Page 7 of 10

Prior Novartis-Sponsored Crizanlizumab Study

Rationale
Not provided

Main Objective

To allow access of crizanlizumab to patients with SCD who are on crizanlizumab treatment in a Novartis-sponsored
study

Primary Endpoints
N/A

Temporary moments of secondary assessment
Not provided

Secondary Objective
To assess the overall safety of crizanlizumab in SCD patients

Secondary Endpoints
Frequency, severity and causality of treatment emergent adverse events

Temporary moments of secondary assessment
Not provided

Inclusion criteria

Written informed consent/assent, according to local guidelines, signed by the adult patients.

SCD patient currently enrolled and benefitting from a Novartis-sponsored study receiving crizanlizumab and has
fulfilled all the requirements

Patient has demonstrated compliance to the planned visit schedule in the parent study, and in the opinion of the
investigator has shown willingness and ability to comply with future visit schedules
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Exclusion criteria

Patient had permanently discontinued from crizanlizumab study treatment in the parent study before the parent study
completion

Ongoing/unresolved treatment-related Grade 3 or higher AEs, and/or any ongoing AE requiring dose interruption
Concurrent participation in any other investigational clinical trial other than the parent study or plan to participate in
any other investigational clinical trial

Women of childbearing potential who are unwilling to be on highly effective contraceptives during dosing and until 15
weeks after stopping treatment with crizanlizumab

Pregnant or nursing women

Calendar

(Last Update: 15/09/2025)

Authorization

14/07/2021

End of
recruitment

30/10/2024

Start of Trial
29/10/2021

Premature end
(Spain)

Not aported

Novartis Pharma AG Switzerland

Lichtstrasse 35

Contact Person

Novartis Pharma Arzneimittel GmbH

+499112730

legal.representative@novartis.com

Monetary support: N/A

Sponsor type: Commercial

First patient
inclusion

23/11/2021

Premature End
(Global)

Not aported

Sponsor

Halted
Not aported

Trial end
(Spain)

Not aported

Restarted

Not aported

Trial end
(Global)

Not aported
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Ceim

CElm Hospital General Universitario Gregorio Marafion
C/ Doctor Esquerdo, 46 28007 Madrid

ceim.hgugm@salud.madrid.org

915867007

Sites

Complejo Hospitalario Gregorio HOSPITAL UNIVERSITARI SON
Marafién ESPASES

Madrid Palma

HOSPITAL UNIVERSITARI VALL HOSPITAL UNIVERSITARI VALL
D'HEBRON D'HEBRON

Barcelona Barcelona
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Medication

CONCENTRATE FOR SOLUTION FOR INFUSION

INTRAVENOUS USE

Active Principles: N/A

Experimental

NoO

results

Identifier
Authorization date
State

Transitioned

2024-510734-41-00 (CTIS)
14/07/2021
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