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Informacion
Identificador Cod. Protocolo
2024-511704-17-00 (CTIS) CVAY736112301

Transicionado 2022-001672-34

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

Enfermedad investigada
Primary Immune thrombocytopenia (ITP)

Titulo Cientifico

A phase lll, randomized, double-blind study of ianalumab (VAY736) versus placebo in addition to first-line
corticosteroids in primary immune thrombocytopenia (VAYHIT1)
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Justificacion
No aportado

Objetivo Principal

To demonstrate that the addition of ianalumab (either dose) to standard firstline corticosteroids prolongs Time to
Treatment Failure (TTF) compared to the control arm (placebo+corticosteroids) in participants with primary ITP who
responded to corticosteroids (+/-1VIG) prior to randomization.

Variables de Evaluacién Primaria

Time from randomization to Treatment Failure (TTF) defined as platelet count below 30 G/L later than 8 weeks from
randomization, need for a rescue treatment later than 8 weeks from randomization, start of a second-line therapy or
death (whatever the cause).

Momentos temporales de evaluacion primaria
No aportado

Objetivo Secundario

To assess quality of response, time to and duration of complete response in each treatment group

To assess the safety profile of ianalumab

To assess the incidence and severity of bleeding in each treatment arm

To assess the need of rescue treatment in each treatment group

To evaluate treatment effects on ITP related symptoms, functioning, and health-related quality of life (HRQoL)
To assess B-cell and immunoglobulin levels in each treatment group

To assess ianalumab pharmacokinetics (PK)

To assess the immunogenicity of ianalumab

Variables de Evaluacion Secundaria

Complete Response (CR) rate at each timepoint defined as the proportion of participants with any platelet count of at
least 100 G/L in the absence of rescue treatment or new ITP treatment.

Response (R) rate at each timepoint defined as the proportion of participants with any platelet count of at least 50
G/L in the absence of rescue treatment or new ITP treatment

Time from randomization to date of first complete response

Duration of complete response is defined as the time from achievement of CR to loss of CR.

Stable response at 6 months and at 1 year

Number of severe infections and proportion of participants with severe infection. Frequency of adverse events and
other safety parameters

Proportion of participants with bleeding events overall and by WHO bleeding scale severity.

Number and proportion of participants receiving rescue treatment. Cumulative dose/duration of corticosteroids
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exposure.

Change from baseline on T-Scores of the PROMIS SF v1.0 Fatigue 13a. Change from baseline in ITP-PAQ domain
scores of Symptoms, Fatigue, Bother, Activity

B-cell levels: Change from baseline in frequency (%within the CD45) and absolute number of CD19+ B cell counts.
Time to first occurrence of B-cell recovery, defined as 80% of baseline or 50 cells/L. Immunoglobulins: Change from
baseline in immunoglobulin levels.

lanalumab concentration in serum and PK parameters.

Incidence and titer of anti-ianalumab antibodies in serum (ADA assay) over time.

Momentos temporales de evaluacion secundaria
No aportado

Criterios de Inclusién

Signed informed consent prior to participation in the study.

Male or female participants aged 18 years and older on the day of signing informed consent

Primary ITP diagnosed within 3 months before initiating first-line ITP therapy (corticosteroids, IVIG)

Platelet count below 30 G/L before starting any first-line ITP therapy (corticosteroids, IVIG)

Response (platelet count 50 G/L) to corticosteroids (+/- IVIG) at any time prior to randomization. Note: Platelet count
measured within 7 days of platelet transfusion will not be considered as response

Criterios de Exclusioén

Absolute neutrophil count below 1.0 G/L at randomization

Participants with concurrent coagulation disorders and/or receiving anti-platelet or anticoagulant medication with an
exemption of low dose of acetylsalicylic acid

Evans syndrome or any other cytopenia (patients with low grade anemia related to bleeding or iron deficiency are
eligible).

Current life-threatening bleeding

Previous ITP treatment, including splenectomy, except for corticosteroids and/or IVIG initiated as first-line therapy for
up 28 days before randomization/or IVIG given prior to confirmed diagnosis of primary ITP.

Prior use of B-cell depleting therapy (e.g., rituximab)

Absolute neutrophil count below 1.0 G/L at randomization

Participants with concurrent coagulation disorders and/or receiving anti-platelet or anticoagulant medication with an
exemption of low dose of acetylsalicylic acid
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Inicio de
Ensayo

18/11/2023

Fin prematuro
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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

Inclusiéon
Primer Paciente
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Fin prematuro
(Global)
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Promotor
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global
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Centros

HOSPITAL CLINICO UNIVERSITARIO HOSPITAL G. UNIVERSITARIO J.M.
DE SALAMANCA (COMPLEJO ASIST. MORALES MESEGUER

UNIVERSIT.SA)
Murcia

Salamanca

Cerrado (28/11/2025)

HOSPITAL GENERAL UNIVERSITARIO HOSPITAL UNIVERSITARI VALL
GREGORIO MARANON D'HEBRON

Madrid Barcelona

HOSPITAL UNIVERSITARIO LA PAZ HOSPITAL UNIVERSITARIO VIRGEN

DEL ROCIO
Madrid

Sevilla

Cerrado (19/11/2025)
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Transicionado

Medicamentos

UNKNOWN USE

Cdédigo ATC: HO2AB - GLUCOCORTICOIDES
Principios Activos: N/A

Experimental

UNKNOWN USE

Codigo ATC: ROBA - ANTIHISTAMINICOS PARA USO SISTEMICO
Principios Activos: N/A

Experimental

UNKNOWN USE

Coédigo ATC: JO5AF10 - ENTECAVIR
Principios Activos: N/A

Experimental

UNKNOWN USE

Codigo ATC: JO6BA - INMUNOGLOBULINAS HUMANAS NORMALES
Principios Activos: N/A

Experimental

VAY736
CONCENTRATE FOR SOLUTION FOR INFUSION
INTRAVENOUS

Principios Activos: N/A

Huérfano Experimental

UNKNOWN USE

Codigo ATC: NO2BE - ANILIDAS
Principios Activos: N/A

Experimental

Sin resultados
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Information
Identifier Protocol Code
2024-511704-17-00 (CTIS) CVAY736112301

Transitioned 2022-001672-34

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

Investigated Disease
Primary Immune thrombocytopenia (ITP)

Scientific Title

A phase lll, randomized, double-blind study of ianalumab (VAY736) versus placebo in addition to first-line
corticosteroids in primary immune thrombocytopenia (VAYHIT1)
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Rationale
Not provided

Main Objective

To demonstrate that the addition of ianalumab (either dose) to standard firstline corticosteroids prolongs Time to
Treatment Failure (TTF) compared to the control arm (placebo+corticosteroids) in participants with primary ITP who
responded to corticosteroids (+/-1VIG) prior to randomization.

Primary Endpoints

Time from randomization to Treatment Failure (TTF) defined as platelet count below 30 G/L later than 8 weeks from
randomization, need for a rescue treatment later than 8 weeks from randomization, start of a second-line therapy or
death (whatever the cause).

Temporary moments of secondary assessment
Not provided

Secondary Objective

To assess quality of response, time to and duration of complete response in each treatment group

To assess the safety profile of ianalumab

To assess the incidence and severity of bleeding in each treatment arm

To assess the need of rescue treatment in each treatment group

To evaluate treatment effects on ITP related symptoms, functioning, and health-related quality of life (HRQoL)
To assess B-cell and immunoglobulin levels in each treatment group

To assess ianalumab pharmacokinetics (PK)

To assess the immunogenicity of ianalumab

Secondary Endpoints

Complete Response (CR) rate at each timepoint defined as the proportion of participants with any platelet count of at
least 100 G/L in the absence of rescue treatment or new ITP treatment.

Response (R) rate at each timepoint defined as the proportion of participants with any platelet count of at least 50
G/L in the absence of rescue treatment or new ITP treatment

Time from randomization to date of first complete response

Duration of complete response is defined as the time from achievement of CR to loss of CR.

Stable response at 6 months and at 1 year

Number of severe infections and proportion of participants with severe infection. Frequency of adverse events and
other safety parameters

Proportion of participants with bleeding events overall and by WHO bleeding scale severity.

Number and proportion of participants receiving rescue treatment. Cumulative dose/duration of corticosteroids
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exposure.
Change from baseline on T-Scores of the PROMIS SF v1.0 Fatigue 13a. Change from baseline in ITP-PAQ domain
scores of Symptoms, Fatigue, Bother, Activity

B-cell levels: Change from baseline in frequency (%within the CD45) and absolute number of CD19+ B cell counts.
Time to first occurrence of B-cell recovery, defined as 80% of baseline or 50 cells/L. Immunoglobulins: Change from
baseline in immunoglobulin levels.

lanalumab concentration in serum and PK parameters.

Incidence and titer of anti-ianalumab antibodies in serum (ADA assay) over time.

Temporary moments of secondary assessment
Not provided

Inclusion criteria

Signed informed consent prior to participation in the study.

Male or female participants aged 18 years and older on the day of signing informed consent

Primary ITP diagnosed within 3 months before initiating first-line ITP therapy (corticosteroids, IVIG)

Platelet count below 30 G/L before starting any first-line ITP therapy (corticosteroids, IVIG)

Response (platelet count 50 G/L) to corticosteroids (+/- IVIG) at any time prior to randomization. Note: Platelet count
measured within 7 days of platelet transfusion will not be considered as response

Exclusion criteria

Absolute neutrophil count below 1.0 G/L at randomization

Participants with concurrent coagulation disorders and/or receiving anti-platelet or anticoagulant medication with an
exemption of low dose of acetylsalicylic acid

Evans syndrome or any other cytopenia (patients with low grade anemia related to bleeding or iron deficiency are
eligible).

Current life-threatening bleeding

Previous ITP treatment, including splenectomy, except for corticosteroids and/or IVIG initiated as first-line therapy for
up 28 days before randomization/or IVIG given prior to confirmed diagnosis of primary ITP.

Prior use of B-cell depleting therapy (e.g., rituximab)

Absolute neutrophil count below 1.0 G/L at randomization

Participants with concurrent coagulation disorders and/or receiving anti-platelet or anticoagulant medication with an
exemption of low dose of acetylsalicylic acid



R€cc

REGISTRO ESPANOL DE ENSAYOS CLINICOS

Authorization

23/12/2022

End of
recruitment

14/08/2025

Start of Trial
18/11/2023

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

CEIm Hospital Universitario La Paz
Paseo de la Castellana, 261 28046 Madrid

ceic.hulp@salud.madrid.org

917277413

Calendar

(Last Update: 07/01/2026)

First patient
inclusion

18/11/2023

Premature End
(Global)

Not aported

Sponsor

Ceim

Identifier
Authorization date
State

Transitioned

Halted
Not aported

Trial end
(Spain)

Not aported

2024-511704-17-00 (CTIS)
23/12/2022

End of recruitment
2022-001672-34
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Restarted

Not aported

Trial end
(Global)

Not aported
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HOSPITAL CLINICO UNIVERSITARIO
DE SALAMANCA (COMPLEJO ASIST.
UNIVERSIT.SA)

Salamanca

HOSPITAL GENERAL UNIVERSITARIO
GREGORIO MARANON

Madrid

HOSPITAL UNIVERSITARIO LA PAZ

Madrid
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Authorization date
State

Transitioned

Sites

HOSPITAL G. UNIVERSITARIO J.M.
MORALES MESEGUER

Murcia

HOSPITAL UNIVERSITARI VALL
D'HEBRON

Barcelona

HOSPITAL UNIVERSITARIO VIRGEN
DEL ROCIO

Sevilla

2024-511704-17-00 (CTIS)
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Identifier
Authorization date
State

Transitioned

Medication

UNKNOWN USE

ATC code: HO2AB - GLUCOCORTICOIDES
Active Principles: N/A

Experimental

UNKNOWN USE

ATC code: RO6A - ANTIHISTAMINICOS PARA USO SISTEMICO
Active Principles: N/A

Experimental

UNKNOWN USE

ATC code: JO5AF10 - ENTECAVIR
Active Principles: N/A

Experimental

NoO

UNKNOWN USE

ATC code: JO6BA - INMUNOGLOBULINAS HUMANAS NORMALES
Active Principles: N/A

Experimental

VAY736
CONCENTRATE FOR SOLUTION FOR INFUSION
INTRAVENOUS

Active Principles: N/A

Orphan Experimental

UNKNOWN USE

ATC code: NO2BE - ANILIDAS
Active Principles: N/A

Experimental

results




