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Sponsor 
Novartis Pharmaceuticals 
 
Generic Drug Name 
Ribociclib / Kisqali 
 
Trial Indication(s) 
Metastatic breast cancer 
 
Protocol Number 
CLEE011AUS65 
 
Protocol Title 
Description of Treatment Patterns and Description and Comparison of Healthcare Resource Utilization and Costs of Women with Metastatic 
HR+/HER2- Breast Cancer Treated with CDK4/6 Inhibitors 
 
Clinical Trial Phase 
NA 
 
Phase of Drug Development 
NA 
 
Study Start/End Dates   
Study start date: 08 May 2020 
Study Completion date: 31 July 2020 
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Reason for Termination  
NA 
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Study Design/Methodology 
This study used an observational, retrospective cohort design, using US administrative insurance claims data, previously employed in an 
existing project, to better understand HRU and healthcare costs among women with mBC initiated on a CDK4/6 inhibitor. 
 
Adult women with HR+/HER2- mBC initiated on a CDK4/6 inhibitor were included in the study and were stratified into cohorts based on the 
first CDK4/6 inhibitor they received (i.e., abemaciclib, palbociclib, or ribociclib), regardless of the line of therapy and menopausal status. 
 
The initiation of the first CDK4/6 inhibitor was defined as the index date. The index treatment was defined as the CDK4/6 inhibitor initiated 
on the index date (i.e., abemaciclib, palbociclib, or ribociclib). 
 
The 6-month period preceding the index date was considered as the baseline period, and was used to measure patient characteristics. 
 
Outcomes were measured between the index date and 1) the end of the study period (persistence, switch, HRU, costs) OR 2) the end of the 
index treatment (adherence, dose modification, frequency of monitoring), as relevant. The end of the study period was defined as the earliest 
occurrence between the end of continuous enrollment and the end of data availability. 
 
Setting 
To conduct these analyses, data from the IBM MarketScan® Commercial database (Q1/2001 – Q3/2018) were used. 
 
 
Centers 
Novartis Investigative Site 
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Objectives: 
Primary objective(s) 
This study aimed to: 

• Describe HRU and healthcare costs of adult women with HR+/HER2- mBC receiving abemaciclib, palbociclib, or ribociclib 
• Compare HRU and healthcare costs of adult women with HR+/HER2- mBC receiving abemaciclib, palbociclib, or ribociclib 

 
Secondary objective(s)  

• The study aimed to describe treatment patterns and frequency of monitoring of adult women with HR+/HER2- mBC receiving 
abemaciclib, palbociclib, or ribociclib. 

 
Test Product (s), Dose(s), and Mode(s) of Administration 
≥1 ribociclib, palbociclib or abemaciclib medication 
 
Statistical Methods  
All analyses were performed using SAS software, Version 9.4 of the SAS System for Windows, SAS Institute Inc., Cary, NC, USA, or using 
R software, R Foundation for Statistical Computing, Vienna, Austria. All analyses were performed by Analysis Group, Inc. (AGI). 
 
Study Population: Key Inclusion/Exclusion Criteria  
 
Inclusion criteria  

• Evidence of treatment with a CDK4/6 inhibitor regardless of the line of therapy. The initiation of the first CDK4/6 inhibitor was 
defined as the index date, and the first CDK4/6 inhibitor initiated was defined as the index treatment 

• BC diagnosis: Two diagnosis codes of BC (International Classification of Diseases, 9th Revision, Clinical Modification [ICD-9-CM]: 
174.xx and International Classification of Diseases, 10th Revision, Clinical Modification [ICD-10-CM]: C50.xx [excluding C50.x2 – 
male BC]) on two medical service claims separated by at least 30 days 

• Metastatic disease diagnosis: At least two medical claims for a secondary neoplasm (ICD-9-CM codes: 196.xx–197.xx, 198.xx, ICD-
10-CM codes: C77.xx, C78.xx, C79.xx) on separate dates, with the first one occurring no more than 30 
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days before the first diagnosis for BC HR+/HER2-: At least one prescription fill or administration of an ET (anastrazole, exemestane, ethinyl 
estradiol, fulvestrant, fluoxymesterone, letrozole, megestrol acetate, tamoxifen, or toremifene), HR+/HER2- therapy (everolimus), or CDK4/6 
inhibitor (i.e., abemaciclib, palbociclib, or ribociclib) at any time following the diagnosis of BC, and no claims for treatments indicated for 
HER2+ BC, including trastuzumab, lapatinib, afatinib, pertuzumab, or ado-trastuzumab, at any time in the data period 

• Women of at least 18 years of age as of the index date 
• At least 6 months of continuous health plan coverage prior to and at least 1 month of continuous health plan coverage after the index 

date 
 
Exclusion criteria 
None 
 
Participant Flow 
A total of 4,320 HR+/HER2- women with at least one claim for treatment with CDK4/6 inhibitor for mBC were included in the analyses: 
100 received treatment with abemaciclib, 4,118 received treatment with palbociclib, and 102 received treatment with ribociclib  
 
 
Baseline Characteristics 
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Primary Outcome Result(s) 
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Description of Healthcare Resource Utilization 
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Description of Healthcare Costs 
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Secondary Outcome Result(s) 
Dosing Patterns 
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Frequency of Monitoring in Patients on Treatment for ≥≥ 1 month 
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Safety Results 
As this is a study based on secondary use of data, safety monitoring and safety reporting, where there is a safety relevant result, is provided 
on an aggregate level only; no reporting on an individual case level is required. In studies based on secondary use of data with a safety relevant 
result, reports of adverse events/adverse reactions are summarized in the study report, i.e. the overall association between an exposure and an 
outcome. Relevant findings from the study report will be included in the periodic aggregated regulatory reports submitted to Health Authorities 
(HA). 
 
Other Relevant Findings 
None 
 
Conclusion 
The objective of this study was to describe treatment patterns and outcomes, as well as compare HRU and healthcare costs, of adult women 
with metastatic HR+/HER2- breast cancer receiving abemaciclib, palbociclib, or ribociclib using real-world data.  
 
Results showed that among HR+/HER2- mBC women receiving CDK4/6 inhibitors, the majority were postmenopausal and received CDK4/6 
inhibitor as first- or second-line therapy for mBC. Across all three treatment cohorts, high levels of persistence and adherence to CDK4/6-
based therapy were observed. 
 
Findings also showed that total healthcare costs PPPM while on treatment appeared to be highest in the abemaciclib cohort, while palbociclib 
and ribociclib cohorts tended to have similar total healthcare costs. 
 
As the present study was one of few early US studies demonstrating real-world evidence of treatment patterns, HRU, and costs among women 
with mBC treated with CDK4/6 inhibitors, more real-world, comparative studies are warranted to determine long-term treatment patterns and 
outcomes in these women. 
 
Date of Clinical Study Report: 
15 March 2021 
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