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The GIM trials and studies
Study

Patients 
included

Enrollment 
Status

Setting Type of study

GIM1 N- 1636 Closed Early Trial
GIM2 2091 Closed Early Trial
GIM3 - FATA 3705 Closed Early Trial
GIM4 - LEAD 2056 Closed Early Trial
GIM5 - CYPLEC 488 Closed Early Trial
GIM8 - OVER 348 Closed Advanced Trial
GIM9 - NEO-ADIXERN 47 Closed Early Trial
GIM10 - CONSENT 1014 Closed Early Trial
GIM11 - BERGI 62 Closed Advanced Trial
GIM12 - TYPHER 62 Closed Advanced Trial
GIM13 - AMBRA 1063 Closed Advanced Observational
GIM14 - BIO-META 5041 Enrolling Advanced Observational
GIM15 - NEPA 147 Closed Early Trial
GIM16 - FEVEX 150 Closed Advanced Trial
GIM18 - FUMANCE 12 Closed Advanced Trial
GIM19 - STAR 988 Closed Early Observational
GIM20 - CITOHER2 46 Closed Advanced Observational
GIM21 - LIQERBCEPT 50 Closed Advanced Observational
GIM22 - ERICA 110 Closed Advanced Trial
GIM23 - POSTER 1140 Enrolling Early Observational
GIM24 - PALBO-BP 164 Closed Advanced Trial
GIM25 - CAPT 49 Closed Advanced Trial
GIM26 - TRASTHER 318 Closed Early Observational
GIM27 - THERAPY 12 Closed Advanced Observational
GIM28 - ELMER 405 Enrolling Early Observational
GIM29 - GIMOMIC 189 Enrolling Early Observational
GIM30 - RAPID 85 Closed Advanced Observational
GIM31 - NEO-AGILE 16 Enrolling Early Trial
GIM33 - TRUTH 25 Enrolling Advanced Observational
Total 21519
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The GIM trials

Study
Patients 
included

Enrollment 
Status

Setting
Type of 

study
GIM1 N- 1636 Closed Early Trial
GIM2 2091 Closed Early Trial
GIM3 - FATA 3705 Closed Early Trial
GIM4 - LEAD 2056 Closed Early Trial
GIM5 - CYPLEC 488 Closed Early Trial
GIM9 - NEO-ADIXERN 47 Closed Early Trial
GIM10 - CONSENT 1014 Closed Early Trial
GIM15 - NEPA 147 Closed Early Trial
GIM31 - NEO-AGILE 16 Enrolling Early Trial
Total 11184



Trial No. of 
patients

Standard arm Experimental arm Main inclusion criteria Stratification factors in 
randomization

Years of 
enrollment

Primary Endpoint

MIG11 1214 FEC standard interval FEC dose dense N+ (65%N+) or
N- and age ≤35 years or 
ER/PgR negative, T>2cm, 
G3, high Ki67

nodal status (N- vs N+)
Centre

1992-1997 OS

MIG52 1055 FEC x6 EP x 4 N+ Centre 1996-2001 OS

GIM23

(DD vs SI)
2003 FEC-P standard interval

EC-P standard interval
FEC-P dose dense
EC-P dose dense

N+ Centre 2003-2006 DFS

GIM23 
(EC vs FEC)

2091 EC-P standard interval
EC-P dose dense interval

FEC-P standard interval
FEC-P dose dense interval

N+ Centre 2003-2006 DFS

GIM3 FATA4 3697 Tam for 2 yrs→ Let for 3 yrs
Tam for 2 yrs→ Exe for 3 yrs
Tam for 2 yrs→ Ana for 3 yrs

Let for 5 yrs
Exe for 5 yrs
Ana for 5 yrs

Postmenopausal status
ER+
any T / any N (35%N+) 

ER and PgR status
HER2 status 
previous CT 
nodal status (N0 vs N1 vs 
N2 vs N3)

2007-2012 DFS

GIM4 LEAD5 2056 Let for 2-3 yrs (5 yrs of ET) Let for 5 yrs (7-8 yrs of ET) Postmenopausal status
ER+
any T / any N (45%N+) 

Centre 2005-2010 DFS

GIM6 
PROMISE6

281 CT alone CT + GnRHa Premenopausal candidate 
to CT
any T / any N (55%N+) 

Centre 2003-2008 CT-induced early 
menopause

Abbreviations: FEC, fluorouracil epirubicin, and cyclophosphamide; EC epirubicin, and cyclophosphamide; P, paclitaxel; N, nodal status; ER, estrogen receptor; PgR, progesterone receptor; OS, overall survival; DFS, disease free survival; ET, endocrine therapy; HER2, human
epidermal growth factor; CT, chemotherapy; T, tumor size; Tam, tamoxifen; Let, letrozole; Exe, exemestane; Ana, anastrozole; GnRHa, Gonadotropin hormone-releasing hormone agonist.

1Blondeaux E et al. Br J Cancer 2020;122:1611–7; 2Del Mastro L et al. Breast Cancer Res Treat 2016; 155: 117–26; 3Del Mastro L et al. Lancet Oncol 2022; 23: 1571–82;
4De Placido S et al. Lancet Oncol 2018; 19: 474–85; 5Del Mastro L et al. Lancet Oncol 2021; 22: 1458–67; 6Lambertini M et al. J Natl Cancer Inst 2022; 114: 400–8.
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Blondeaux E (<40 years) Lambertini M (<40 years) Arecco L (<40 years)

Soldato D (<40 years) Borea R (<40 years) Perachino M (<40 years)

Other analyses ongoing
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Arecco L (<40 years)
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Arecco L (<40 years)

The GIM trials – early setting

MonarchE and NATALEE 
patient population

• Patients were then divided in other 3 
different cohorts:

I. Concordant low-risk cohort (low-
risk for both trials)

II. Concordant high-risk cohort 
(high-risk for both trials)

III. Discordant risk cohort (pts 
considered at high-risk of 
recurrence for one trial but not 
for the other one)

Of the 4,795 pts included in the analysis:

• 28.0% (1,343) patients were classified as 
concordant high risk → candidate to both 
abema and ribo 

• 28.1% (1,346) patients were classified in the 
discordant risk cohort → candidate to ribo 
only

• 43.9% (2,106) patients were classified as 
concordant low risk → no adjuvant CDK4/6

DFS estimate



The GIM trials – early setting

Borea R (<40 years)



The GIM trials – early setting

Borea R (<40 years)
Our analysis showed that PREDICT
underestimates 5- and 10-year OS.
Oncologists need to be aware of this
limitation when they use this tool to provide
prognostic information to pts with early-
stage BC treated with modern chemotherapy
and endocrine regimens.
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Study
Patients 
included

Enrollme
nt Status

Setting
Type of 

study
GIM8 - OVER 348 Closed Advanced Trial
GIM11 - BERGI 62 Closed Advanced Trial
GIM12 - TYPHER 62 Closed Advanced Trial
GIM16 - FEVEX 150 Closed Advanced Trial
GIM18 - FUMANCE 12 Closed Advanced Trial
GIM22 - ERICA 110 Closed Advanced Trial
GIM24 - PALBO-BP 164 Closed Advanced Trial
GIM25 - CAPT 49 Closed Advanced Trial
Total 957

The GIM trials – advanced setting
GIM 11 BERGI

De Angelis C (<40 years) 

GIM12 TYPHER
De Angelis C (<40 years) 
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Study
Patients 
included

Enrollment 
Status

Setting Type of study

GIM19 – STAR 988 ClosedEarly Observational
GIM23 – POSTER 1140 EnrollingEarly Observational
GIM26 – TRASTHER 318 ClosedEarly Observational
GIM28 – ELMER 405 EnrollingEarly Observational
GIM29 – GIMOMIC 189 EnrollingEarly Observational
Total 3040

The GIM observational studies – early and advanced setting

Study
Patients 
included

Enrollme
nt Status

Setting Type of study

GIM13 - AMBRA 1.063 ClosedAdvanced Observational
GIM14 - BIO-META 5.041 EnrollingAdvanced Observational
GIM20 - CITOHER2 46 ClosedAdvanced Observational
GIM21 - 
LIQERBCEPT

50 ClosedAdvanced Observational

GIM27 - THERAPY 12 ClosedAdvanced Observational
GIM30 – RAPID 85 ClosedAdvanced Observational
GIM33 – TRUTH 25 EnrollingAdvanced Observational
Total 6322

Early setting Advanced setting



The GIM observational studies

GIM23 - POSTERArecco L (<40 years)



The GIM observational studies

GIM14 - BIOMETA

Blondeaux E (<40 years)

Conte B (<40 years)

Cucciniello L (<40 years) Molinelli C (<40 years)

Di Maio M

Other analyses ongoing

N = 5041



The GIM observational studies

GIM14 - BIOMETA
Cucciniello L (<40 years) Molinelli C (<40 years)

N = 5041



The GIM observational studies

GIM14 – BIOMETA - Other analyses ongoing

• Prevalence and predictors of early progression in first-line CDK4/6 inhibitors (Pagliuca M)

• Survival outcomes of patients relapsing after adjuvant CDK4/6 inhibitors (gruppo Genova)

• Effectiveness of sacituzumab in patients with TNBC and HR+ (Caputo R)

• Effectiveness of CDK4/6 and ADCs in patients with HER2-low (Di Lauro V)

• Overall survival according to different follow up strategies  (Blondeaux E)

• Survival outcomes of triple negative breast cancer patients treated with immunotherapy (Cerbone L/Ruelle T)

• Brain metastasis (Fabi A et al)

• Lobular breast cancer (Carbogin L and Fabi A)

• Inflammatory indexes as prognostic biomarkers in advanced triple negative breast cancer patients (De Giorgi U et al – submitted)



Outline

• The GIM trials

• Early setting 

• Advanced setting

• The GIM observational studies

• The future of the GIM group



The future of the GIM group

GIM36 - VOICE GIM37 - INSPIRE.1 GIM38 - interSECT



Thank you for the attention

eva.blondeaux@hsanmartino.it@BlondeauxEva

Eva Blondeaux 

U.O. Epidemiologia Clinica
IRCCS Ospedale Policlinico San Martino 
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