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Sponsor 

Novartis Pharmaceuticals 

 

Generic Drug Name 

Crizanlizumab 

 

Trial Indication(s) 

Sickle Cell Disease 

 

Protocol Number 

CSEG101AUS17 

 

Protocol Title 

Characteristics of Patients with Sickle Cell Disease Who Initiate Crizanlizumab Therapy 

 

Clinical Trial Phase 

NA 

 

Phase of Drug Development 

IV 

 

Study Start/End Dates   

Study start date: 30/08/2021 

Study Completion date: 27/10/2021 
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Reason for Termination  

NA 

 

Study Design/Methodology 

This was a retrospective descriptive analysis of health care claims data using the IQVIA open source medical and pharmacy claims databases. 

Patients with a diagnosis of SCD between November 1, 2018 and April 30, 2021 were identified. Among these patients, those who initiated 

crizanlizumab between November 1, 2019 and January 31, 2021 (index period) were selected into the treatment cohort. The index ing 

timeframe allowed for a 1-year lookback period and a minimum of 3 months (3m cohort) of follow-up. A subset of the 3m cohort with 6-

months of available (6m cohort) follow-up was performed. The index date was the date of the first crizanlizumab administration. 

Study period: 01 November 2018 – 30 April 2021 

Index period: 01 November 2019 – 31 January 2021 

Index date: Date of the first claim for administration of crizanlizumab in the index period 

 

Centers 

Novartis Investigative Site 

Objectives: 

Primary objective(s) 

• To describe the demographic and clinical characteristics of patients with SCD initiating crizanlizumab in a real-world setting. 

 
Secondary objective(s) 

• To describe concomitant SCD treatments with crizanlizumab 

 

Test Product (s), Dose(s), and Mode(s) of Administration 
 NA 
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Statistical Methods  

This was a descriptive study and involved no comparative analyses. For continuous variables, means, standard deviations, and medians were 

generated. For categorical variables, frequencies and percentages were presented. 

 

Study Population: Key Inclusion/Exclusion Criteria  

Inclusion criteria  

• At least 1 claim in IQVIA Patient Centric Medical Claims Database (Dx) with SCD diagnosis (ICD-10 D57.xx, except D57.3) within 

the study period;   

• At least 1 claim for administration of crizanlizumab within the index period. Index date was the date of first administration;  

• At least 1 claim with HCPCs for crizanlizumab (J0791) OR with at least one claim for an unspecified biologic (J3590) on the same 

day as a claim for SCD (ICD-10 D57.xx, except D57.3) OR with at least one claim with HCPCs C9053;  

• At least 16 years of age on the index date;  

• Linkage to the IQVIA Longitudinal Prescription Database (LRx) within the study period;  

• Stability and eligibility in Dx during the 12 months prior to the index date;  

• Stability and eligibility in LRx during the 12 months prior to the index date 

 

Exclusion criteria 

• None 
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Participant Flow 
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Baseline Characteristics 
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Primary Outcome Result(s) 

The primary objective of this study was to describe the demographic and clinical characteristics of patients with SCD initiating 

crizanlizumab in a real-world setting 

 
Refer to Baseline Characteristics for the results 
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Secondary Outcome Result(s) 
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Safety Results 

Not applicable. 
 
Other Relevant Findings 

Not applicable. 
 
Conclusion 

Results from this analysis suggest that most patients initiating crizanlizumab are 16-34 years of age and received hydroxyurea prior to 

crizanlizumab. Hydroxyurea use seems to have decreased post initiation of crizanlizumab. These real-world results suggest that 66% of patients 

who receive crizanlizumab receive at least 4 doses within 6-months, patients receiving multiple doses appear to have a reduction in gap-days 

with each subsequent dose, and that of those who discontinue treatment, 31% restart crizanlizumab within the 6-months post index, 

respectively.  

 

Date of Clinical Study Report 
26 January, 2022 
 


