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Sponsor 

Novartis Pharmaceuticals 

 

Generic Drug Name 

Sacubitril/Valsartan 

 

Trial Indication(s) 

Heart Failure (HF) 

 

Protocol Number 

CLCZ696BIT08 

 

Protocol Title 

Real world Experience in HFrEF patients treated with sAc/vaL in Italy 

 

Clinical Trial Phase 

NA 

 

Phase of Drug Development 

NA 

 

Study Start/End Dates   

Study start date: 23/11/2020 

Study Completion date: 15/09/2021 



  Page 2 of 10 

Clinical Trial Results (CTR) 

  CLCZ696BIT08 

Reason for Termination  

NA 

 

Study Design/Methodology 

The study is a cohort observational, retrospective, non-interventional study. 

Study period: Index date: The index date were defined as the first date of the first prescription of Sacubitril/Valsartan during inclusion period 

and this were used to establish the beginning of the follow-up period. Characterization period: 6 months period before the index date were 

used to characterize patients. Follow-up period: Any patients has at least 1 year of follow-up. Follow-up period went from index date to June 

2020. 

 

Centers 

Novartis Investigative Site 

Objectives: 

Primary objective(s) 

• Describe characteristics of the patients treated with Sacubitril/Valsartan, including baseline demographics, pharmacotherapy and 

clinical characteristics in an Italian specialistic setting, overall and by calendar quarter (relating to time since launch).  

 
 
Secondary objective(s) 

• Explore evolving baseline pharmacotherapy, clinical characteristics in patients that initiate Sacubitril/Valsartan treatment, overall 

and by calendar quarter (relating to time since launch);  

• Evaluate resource utilization in patients that initiate Sacubitril/Valsartan treatment, overall and by calendar quarter (relating to time 

since launch);  

• Describe Sacubitril/Valsartan drug utilization, including daily dose, titration dose, add-on and persistence;  

• Proportion and reason for not achieving target titration dose, overall and by calendar quarter (relating to time since launch);  

• Proportion, timing and reason for Sacubitril/Valsartan discontinuation;  

• Evaluate frequency of cardiovascular (CV) and non-CV death, overall and by calendar quarter (relating to time since launch) 
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Test Product (s), Dose(s), and Mode(s) of Administration 
 NA 

Statistical Methods  

Categorical data were summarized in terms of the number of patients providing data. The frequency counts and percentages of patients in each 

category are provided. Percentages were calculated using the number of observations with non-missing values as the denominator. Continuous 

data have been summarized in terms of mean, standard deviation (SD). 

 

Study Population: Key Inclusion/Exclusion Criteria  

Inclusion criteria  

Consecutive ambulatory patients with a diagnosis of HF that attended the Outpatient Clinics for HF management and who have been 

prescribed Sacubitril/Valsartan from 01 October 2016 to 30 June 2019 (inclusion period) were included in the study. To allow for at least 1-

year follow-up period for any patients, the observation period ended by 30 June 2020.  

In detail, all patients attending by outpatient clinics for the diagnosis and treatment of HF in the Italian Centers involved, with:  

• • age ≥18 years old AND  

• • at least one prescription of Sacubitril/Valsartan from 01 October 2016 to 30 June 2019  

 

were included in the study. 

 

Exclusion criteria 

Missing age or sex information 
 

Participant Flow 
Among the 9 Centers involved in the study, a total of 948 HF patients with at least one prescription of Sacubitril/Valsartan during all data 

availability period was detected. Among them, 924 adult HF patients were included in the analyses as they presented at least one prescription 

of Sacubitril/Valsartan during inclusion period, were without missing age or sex and had 6 months of characterization period and at least 12 

months of follow-up available. 
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Baseline Characteristics 

Refer to Primary outcomes results (Demographics) 

 
Primary and Secondary Outcome Result(s) 
 

Demographic characteristics of patients included 

 
 

 

Patients stratified by calendar quarter. 
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CV related and unrelated events and death during follow-up 
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Clinical characteristics at baseline 

 
 

 

 

Demographic and clinical characteristics at baseline for patients stratified by calendar quarter of inclusion 
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Sacubitril/Valsartan dosing pattern during follow-up 

 
 

 

 



  Page 9 of 10 

Clinical Trial Results (CTR) 

  CLCZ696BIT08 

 

Pharmacological treatments for HF during characterization period and 12 months of follow-up 
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Safety Results 
Not applicable. 
 

Other Relevant Findings 
NA 

 
Conclusion 
The present real-world study provided a thorough characterization of patients with HF starting Sacubitril/Valsartan in settings of daily 

clinical practice in Italy. Patients included referred to 9 Centers geographically distributed throughout the national Italian territory, giving 

insights on the changing of clinical parameters in the first year of treatment with Sacubitril/Valsartan. Overall, a significant proportion of 

patients showed an improvement in their clinical characteristics after starting this therapy.  

 
Date of Clinical Study Report 
15 February, 2022 

 


