
The impact of first line CDk4/6 
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treatment compliance, QOL and 

outcome

An ancillary study of GIM 14 BIOMETA



Objectives

 Primary objective: to evaluate the impact of first line CDk4/6 inhibitors on 
HR+/HER2- mBC patients’ financial toxicity

 Primary endpoint: on treatment variation of the PROFFIT score
 Secondary objectives: 

- to evaluate the correlation between baseline and on treatment 
financial toxicity (variation in the PROFFIT score) and treatment 
compliance, QOL and outcome
- to describe treatment compliance, QOL and outcome with first line 
CDk4/6 inhibitors on HR+/HER2- mBC patients in a real life cohort

 Exploratory objectives: to explore differences to previously cited
outcomes by CDk4/6 inhibitors type



Background



Methods -1 

Ancillary study of GIM 14 BIOMETA, a multicentric prospective cohort
study conducted within the Gruppo Italiano Mammella.

Inclusion criteria:
- Patients eligible for BIOMETA study
- HR+ HER2- patients newly diagnosed for mBC receiving first line 

CDk4/6 inhibitors
- Written informed consent



Methods - 2 

 PROFFIT: baseline, day 1 cycle 3, day 1 cycle 5, every 6 months
thereafter

 PRO: EORTC-QLQ-C30, FACT-B, COST-FACIT at baseline, day 1 cycle 3, 
day 1 cycle 5, every 6 months thereafter

 Treatment compliance: each clinical visit

 Outcomes: OS, PFS as BIOMETA study



Feasibility and realisation times

 Since BIOMETA Study Amendment approval: 24 months enrolment
followed by 6 months of analysis

 30 months

 Estimated sample size: 400 patients

 GIM-14 BIOMETA Study is ongoing
 22 centers 
 Retrospective cohort: 1710 patients
 Prospective cohort: 570 patients







Potential applications

 Definition of the impact of first line CDk4/6 inhibitors on HR+/HER2-
mBC patients’ financial toxicity, treatment compliance, QOL and 
outcome in a real-life setting

 Further applications on public health practice

 Abstracts and publications on scientific magazines and presentation
at Scientific Meetings
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