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Public title

Study of Dose Confirmation and Safety of Crizanlizumab in 
Pediatric Sickle Cell Disease Patients

Acronym

Scientific title

A Phase 2,Multicenter,Open-Label Study to Assess Appropriate 
Dosing and to Evaluate Safety of Crizanlizumab,With or Without 
Hydroxyurea/Hydroxycarbamide,in Sequential,Descending Age 
Groups of Pediatric Sickle Cell Disease Patients With Vaso-
Occlusive Crisis

Acronym

Health conditions/problem studied: Specify

Sickle Cell Disease 

Interventions: Specify

Drug: Crizanlizumab 
Crizanlizumab (SEG101) is a concentrate for solution for infusion, i.v. use. Supplied in single use 10 mL vials at a concentration of 10 mg/mL. 
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Yes

Primary sponsor: Country of origin

Novartis Pharmaceuticals 

Study registered at the country of origin: Specify

Type of registration

Prospective

Type of registration: Justify

N/A

Date of registration in national regulatory 
agency

Brief summary of the study: English

The purpose of the Phase 2 CSEG101B2201 study is to confirm 
and to establish appropriate dosing and to evaluate the safety in 
pediatric patients ages 6 months to <18 years with a history of VOC 
with or without HU/HC, receiving crizanlizumab for 2 years. The 
efficacy and safety of crizanlizumab was already demonstrated in 
adults with sickle cell disease. The approach is to extrapolate from 
the PK/pharmacodynamics (PD) already established in the adult 
population. The study is designed as a Phase II, multicenter, open-
label study.

Brief summary of the study: Arabic
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