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Sponsor 
Novartis Pharmaceuticals 

 

Generic Drug Name 

Ribociclib / Kisqali 

 

Trial Indication(s) 
Metastatic breast cancer 

 

Protocol Number 
CLEE011AUS64 

 

Protocol Title 
A real-world analysis of concomitant medication use among metastatic breast cancer patients treated with CDK4/6 inhibitors 

 

Clinical Trial Phase 

NA 

 

Phase of Drug Development 
NA 

 

Study Start/End Dates   
Study start date: 15 April 2020 

Study Completion date: 15 June 2020 

 
Reason for Termination  
NA 
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Study Design/Methodology 
This was a retrospective cohort study utilizing the US Optum research administrative claims database. Patients with HR+/HER2- mBC were 

identified and stratified into three cohorts based on the first CDK4/6i received (ribociclib, palbociclib, or abemaciclib). Health plan enrollment 

in the three months prior to the index treatment was included in the baseline period. Patients were followed up ≥3 months and until the end of 

study period or continuous enrollment or until the time when patients switched to another therapy including another CDK4/6i whichever came 

first. 

 

Setting 

Study analyses were conducted among adult women with HR+/HER2- mBC receiving ribociclib, palbociclib, or abemaciclib, regardless of 

the line of therapy. Patients were identified from the US Optum Claims Data. 

 

Centers 

NA 

Objectives: 

Primary objective(s) 

This study aimed to: 

• Describe concomitant medication use at baseline that can potentially lead to a DDI with a CDK4/6i during study follow-up among 

patients with HR+/HER2- mBC initiated on ribociclib, palbociclib, or abemaciclib 
 
 
Secondary objective(s)  

• To describe dosing and treatment patterns associated with ribociclib, palbociclib, and abemaciclib patients with respect to starting dose, 

dose reductions and uptitration, and duration of treatment among study patients 

• To describe treatment discontinuation for each CDK4/6i (ribociclib, palbociclib, or abemaciclib) in the follow-up period stratified by 

use of concomitant medications at baseline and status of adherence to the concomitant medications 
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Test Product (s), Dose(s), and Mode(s) of Administration 

≥1 ribociclib, palbociclib or abemaciclib medication 

 

Statistical Methods  
Patient demographics, clinical characteristics (comorbidities) and treatment in baseline period and at the index date were analyzed by 

frequency for categorical variables and by mean, median, and standard deviations (SD) for continuous variables. Adherence to concomitant 

medication at baseline was summarized using frequencies and proportions to describe the proportion of adherent (i.e., PDC >80%) and non-

adherent (i.e., PDC ≤80%). Dosing patterns, dosing changes, and treatment discontinuation  during follow-up was evaluated using frequencies 

and proportions. Duration of treatment was evaluated using medians and 95% confidence intervals (CI) and was visually represented using 

Kaplan-Meier curves. All secondary endpoints were evaluated in the overall population and among patients with ≥3, ≥6, and ≥12 months of 

follow-up, and ≥2 medication refills. 

 

Study Population: Key Inclusion/Exclusion Criteria  
 

Inclusion criteria  

Adult women meeting the inclusion criteria listed below were included: 

• Treated with CDK4/6i from 2015-02-01 to 2019-06-30 

• ≥2 claims with an mBC diagnosis, with a time interval between the first BC diagnosis date and the first mBC diagnosis date no  longer 

than 30 days 

• Female patients aged ≥18 years 

• Continuous health plan enrollment for ≥3 months prior to the index date and ≥3 months post-index date 

 

Exclusion criteria 

None 

 

Participant Flow 
Overall, 6,870 patients received a CDK4/6i from 2015-02-01 to 2019-06-30. After applying all other selection criteria, 4,650 patients were 

selected, including 4,206 who were classified in the palbociclib cohort, 184 in the ribociclib cohort, and 260 in the abemaciclib cohort. 

 



  Page 4 of 25 

Clinical Trial Results (CTR) 

  CRTH258AUS15 

 

Baseline Characteristics 
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Primary Outcome Result(s) 

Analysis of Index Regimens (all medications used in the ±7-day period around the index date) 
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Descriptive Analysis of Concomitant Medication Use During the Baseline Period 
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Descriptive Analysis on mBC Treatment in Baseline Period 
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Secondary Outcome Result(s) 

 
Descriptive analysis of CDK4/6i dosing patterns, treatment discontinuation, and dosing changes during follow-up in the overall 
population (i.e., patients with ≥3 months of follow-up) 
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Descriptive analysis of CDK4/6i dosing patterns, treatment discontinuation, and dosing changes during follow-up in 
patients with ≥2 medication refills 
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Descriptive analysis of CDK4/6i dosing patterns, treatment discontinuation, and dosing changes during follow-up in 
patients with ≥6 months of follow-up 
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Descriptive analysis of CDK4/6i dosing patterns, treatment discontinuation, and dosing changes during follow-up in 
patients with ≥12 months of follow-up 
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Descriptive analysis of characteristics during follow-up by PDC of concomitant medication for patients treated with 
ribociclib 
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Descriptive analysis of characteristics during follow-up by PDC of concomitant medication for patients treated with 
Palbociclib 
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Descriptive analysis of characteristics during follow-up by PDC of concomitant medication for patients treated with 
Abemaciclib 
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Duration of treatment: Median treatment duration (in months) 95% Confidence Interval 

 

 Ribociclib Palbociclib Abemaciclib 

Overall study population 

(i.e., ≥3 months of follow-up) 

 

9.4 (6.5-16.2) months 

 

10.8 (10.1-11.4) months 

 

8.3 (5.5-14.3) months 

Patients with ≥2 medication 

refills 

 

12.0 (9.1-23.2) months 

 

12.0 (11.3-12.6) months 

 

14.3 (8.2-not reached) months 

patients with ≥6 months of 

follow-up 

 

8.7 (5.6-12.2) months 

 

10.3 (9.7-11.0) months 

 

7.0 (4.9-12.0) months 

 

≥12 months of follow-up 

 

7.9 (5.3-11.5) months 

 

10.2 (9.5-11.0) months 

 

8.3 (5.4-16.5) months 
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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, were provided 

on an aggregate level only; no reporting on an individual case level was required. In studies based on secondary use of data with a safety 

relevant result, reports of adverse events/adverse reactions were summarized in the study report, i.e. the overall association between an 

exposure and an outcome. Relevant findings from the study report were included in the periodic aggregated regulatory reports submitted to 

Health Authorities. 

 
Other Relevant Findings 

None 

 

Conclusion 

In this retrospective cohort study, 4.0% of patients with HR+/HER2- mBC who initiated CDK4/6i therapy received ribociclib, 90.4% received 

palbociclib, and 5.6% received abemaciclib. CDK4/6i was used as second-line therapy in 88.4% of patients. Overall, 63.7% of patients 

received ≥1 concomitant medication at baseline that could potentially lead to a DDI with subsequent CDK4/6i therapy, and 42.5% of patients 

with concomitant medication use were adherent to their concomitant medication based on a PDC threshold of >80%. On average, patients 

were initiated on a starting dose of 491.7 mg for ribociclib, 117.4 mg for palbociclib, and 145.9 mg for abemaciclib. Over a median follow-

up period of 14.9 months in the overall study population, 56.2% of patients discontinued the index CDK4/6i. Median treatment duration was 

9.4 months  in the ribociclib cohort, 10.8 months in the palbociclib cohort, and 8.3 months in the abemaciclib cohort. Lastly, 86.4% of patients 

had a dose modification during follow-up; of these changes, 57.7% were dose reductions and 42.3% were dose increases. These results 

remained largely consistent across the different CDK4/6i cohorts. 

 
Date of Clinical Study Report: 
30 March 2021 


