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Assessing preValence of financial burden and impact of cancer 
on financial tOxicIty in patients with early-stage breast CancEr

Studio osservazionale di coorte prospettico, multicentrico, mirato a valutare le difficoltà 
finanziarie di pazienti con carcinoma mammario in stadio precoce tramite l’utilizzo di 

Patient-Reported Outcome Measures (PROMs)



Primary: 

• To describe the rate of patients with early breast cancer experiencing financial toxicity (defined as a change of ≥18 points in the PROFFIT-

score [items 1-7]) one year after the beginning of the first oncological treatment (baseline) across various cohorts and in the whole study 

sample. 

Secondary:

• To describe the baseline PROFFIT-score and its trajectory at subsequent time points across different cohorts and in the whole study 

sample.

• To describe the individual PROFFIT items (items 8-16 representing potential determinants of financial distress) at baseline and subsequent 

time points in various cohorts and in the whole study sample.

• To investigate the association between the baseline PROFFIT-score and disease-free survival (DFS), as well as overall survival (OS) in the 

whole study sample.

• To investigate the association between the baseline PROFFIT-score and global QoL, using the EORTC QLQ-C30 questionnaire in the 

whole study sample.

• To validate the PROFFIT-score threshold used to define the occurrence of financial toxicity.

• To describe EORTC QLQ-C30 score at baseline and at subsequent time points across different cohorts and in the whole study sample

• To describe EORTC-BR42 score at baseline and at subsequent time points across different cohorts and in the whole study sample.

• To record the HADS score at baseline and at subsequent time points across different cohorts and in the whole study sample

Objectives



Primary: 

• The primary endpoint will be the percentage of patients exhibiting financial toxicity one year after the beginning of the first oncological

treatment compared to baseline levels.

Secondary:

• Changes in PROFFIT scores (items 1-7) at the different timepoints after first oncology counseling across the cohorts and in the whole 

study sample.

• Scores for determinants of financial toxicity (items 8-16) at baseline and during follow-up across different cohorts and in the whole study 

sample.

• Survival endpoints: DFS and OS in the whole study sample.

• QoL endpoints: score of the items 29-30 of the EORTC QLQ-C30 questionnaire. 

• Baseline PROFFIT-score (items 1-7) within the different cohorts in the whole study sample.

• Scores from the EORTC QLQ-C30 questionnaire at baseline and during follow-up, across different cohorts and in the whole study sample.

• Scores from the EORTC QLQ-BR42 questionnaire at baseline and during follow-up, across different cohorts and in the whole study 

sample.

• Scores from HADS questionnaire at baseline and during follow-up, across different cohorts and in the whole study sample.

Endpoints



Adjuvant group:

Questionnaire timepoints:
- (before surgery)
- after surgery
- end of chemotherapy
- every 6 months during ET/follow-up

For 5 years

Key registration/
elegibility criteria:

- Age ≥ 18 years
- Early stage BC

Endocrine therapy*

No Treatment/follow-up

Chemotherapy*
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Chemotherapy* Chemotherapy*

Endocrine therapy* Endocrine therapy*

Neoadjuvant group:

Questionnaire timepoints:
- before chemotherapy
- end of chemotherapy
- after surgery
- every 6 months during ET/follow-up

For 5 years

*anti-HER2 therapy, immunotherapy, CDK4/6 inhibitors, PARP inhibitors allowed during chemo/endocrine treatment
Sample size: 144 patients/cohort

Study design

Questionnaires:

- PROFFIT
- EORTC QLQ-C30
- EORT QLQ-BR42
- HADS
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