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Di Beneficio:

1. OS

2. PFS

3. QoL

Di Danno:

1. Tasso di interruzione del trattamento per AE

2. Mucosite

3. Neutropenia

4. Rash cutaneo
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Studies design

Experimental Arm

Placebo + Control Arm

 Refractory to therapy:

– Recurrence during or within 
12 mos of end of adjuvant 
treatment 

– Progression during or within 
1 mo after end of treatment for 
advanced disease

 Stratification:
– Sensitivity to previous hormonal 

therapy

– Presence of visceral disease 

 No crossover allowed

 Primary endpoint: PFS
– Secondary endpoints: OS, ORR, CBR, 

safety, QoL, bone markers

Women with HR-positive, 
HER2-negative advanced breast 

cancer refractory to letrozole 
or anastrozole
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BOLERO2 vs PALOMA3: pts characteristics

BOLERO 2 a PALOMA 3 b

Exe + Eve 
(n= 485) 

Fulv + Palbo
(n= 347)

N. of previous line of 
therapies  % *: 

0 NS 24

1 16 38

2 30 26

> 3 54 12

Median lines 3 NS
Prior chemotherapy for 
ABC %

26 31

Purpose of most recent 
treatment %:

Adjuvant therapy 21 21 c

Treatment for ABC 79 79 c

Tumor assessment 6 w 8 w

*: Bolero2: number of previous lines 
used in the adjuvant or metastatic
setting 
Paloma3: number of previous lines for 
ABC
NS: not specified 
- In Bolero2: 100/485 (20.6%)  pts received 
treatment as first line therapy

a) Baselga, NEJM 2012; b) Turner, NEJM 2015; c) Cristofanilli, 2016
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Figure 2. Network Diagram of Studies on Treatment-Naïve and Previously Treated Patients 

 

AGH = aminoglutethimide; ANA = anastrozole; EVE = everolimus; EXE = exemestane; FUL = 

fulvestrant; LET = letrozole; MGA = megestrol acetate; PAL = palbociclib; TAM = tamoxifen. 
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