


Le tre nuove proposte



Perché “imbarcarsi”?



Niente di meglio di uno studio osservazionale ...

Descrizione di fenomeni sanitari

Valutazione di bisogni sanitari

Generazione di ipotesi

Valutazioni di appropriatezza

Abitudini di vita (es. fumo)

Esposizioni ambientali (es. inquinamento)

Sistemi organizzativi

Procedure cliniche entrate nella pratica senza 

validazione formale



Progetto: 

ASSOCIATION AMONG OBESITY, 
INFLAMMATION AND OUTCOME IN 
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INHIBITORS
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Associationamong obesity, inflammationand outcomein patientswith 
advancedluminal breast cancertreated with CDK 4/6 inhibitors.

QUESITO E OBIETTIVI

Primary objectives:
to evaluate the association between neutrophil-to-lymphocyte ratio (NLR) 
and systemic immune inflammation index (SII = P × N/L) and outcome in 
patients with breast cancer in treatment with a CDK 4/6 Inhibitors.

Secondary objectives:
to describe the variations of NLR and SII during treatment with a CDK 4/6 
Inhibitors.

to analyze the association between BMI in patients with breast cancer and in 
treatment with a CDK 4/6 Inhibitors.



Associationamong obesity, inflammationand outcomein patientswith 
advancedluminal breast cancertreated with CDK 4/6 inhibitors.

QUESITO E OBIETTIVI

The study aim to analyze two cohorts of patients:

Cohort A
Patients with advanced luminal BC treated with CDK 4/6 
inhibitors as first line 

Cohort B
Patients with advanced luminal BC treated with CDK 4/6 
inhibitors as second line



Associationamong obesity, inflammationand outcomein patientswith 
advancedluminal breast cancertreated with CDK 4/6 inhibitors.

QUESITO E OBIETTIVI
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The IDENTITY Study: InheriteD brEastcaNcer iTalian regIsTrY:

QUESITO E OBIETTIVI
Primary objectives:
• To obtain and centralize data about cancer prevention strategies in women

with a germline deleterious mutation in BRCA1-2 with or without a history of
breast cancer in Italy

Secondary objectives:
• To evaluate clinico-radiological follow-up (type and frequency) of women with a

germline deleterious mutation in BRCA1-2 with or without a history of early
breast cancer

• To evaluate treatment of early and/or advanced breast cancer in women with a
germline deleterious mutation in BRCA1-2

• To evaluate disease-free survival and/or progression-free survival and overall
survival of women with a germline deleterious mutation in BRCA1-2 treated for
early and/or advanced breast cancer



The IDENTITY Study: InheriteD brEastcaNcer iTalian regIsTrY:

QUESITO E OBIETTIVI

The study is composed of a retrospective cohort (A) and a prospective cohort (B):

Cohort A (Retrospective): 
• all consecutive women with a germline deleterious mutation in BRCA1-2 admitted to 

the participant Center since 1st of January 2010 until site activation will be enrolled.

Cohort B (Prospective): 
• all consecutive women with a germline deleterious mutation in BRCA1-2 admitted to 

the participant Center since site activation until September 2025 will be enrolled.

The observation period will last 10 years since enrollment.

It is expected to enroll approximately 800 – 1000 patients.



The IDENTITY Study: InheriteD brEastcaNcer iTalian regIsTrY:

QUESITO E OBIETTIVI

Inclusion Criteria:
• Female sex
• Age ≥ 18 years
• Signed informed consent
• Documented germline deleterious mutation in BRCA1 and/or BRCA2 in people with:

• No history of cancer
• Radically treated breast cancer
• Stage IV breast cancer diagnosed after BRCA1-2 mutation detection

Exclusion Criteria:
Other malignancies diagnosed within five years prior to BRCA1-2 mutation detection,
except for:
• ovarian cancer stage I-II
• basal or squamous cell carcinoma of the skin
• melanoma in situ, CIS of the cervix



The IDENTITY Study: InheriteD brEastcaNcer iTalian regIsTrY:

QUESITO E OBIETTIVI
Timeline

• Ethical committee evaluation 27.08.19 
• Starting accrual September/October 2019

Centers – Partial

Adamo – Messina
Arpino – Napoli
Bologna – Reggio Emilia
Cannita – L’Aquila
Collovà – ASST Ovest Milanese
Cortesi – Modena
De Laurentis – Napoli
Del Mastro - Genova
Gamucci – Roma
Minisini – Udine
Sini – Roma

[…]
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of outcomesresearch studies
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An automatedI2B2-based register for a network data-sharingand development
of outcomesresearch studies

QUESITO E OBIETTIVI

The implementation of i2b2 platform at different GIM-sites to contribute to an 

i2b2-GIM network, that paves the way for innovative programs of data-sharing 

and multiple outcomes research studies.

Objectives:



An automatedI2B2-based register for a network data-sharingand development
of outcomesresearch studies

QUESITO E OBIETTIVI

I2b2 is an effective, exportable, academic, open-
source data-warehouse system

I2b2 allows to share data from different archives and 
different institutions

I2b2 provides an automated temporal electronic
phenotyping (clinical pathway) and supports
processes of learning intellegence for research and 
treatment



AN EXEMPLE OF THE POTENTIAL OF I2B2 ON ARCHIVE 
ELECTRONIC DATASET (10YR-HER2+BCS SURVEY)



AN EXEMPLE OF THE POTENTIAL OF I2B2 ON ARCHIVE 
ELECTRONIC DATASET (10YR-HER2+BCS SURVEY)

Automated recognition of antiHER2 lines of treatment



AN EXEMPLE OF THE POTENTIAL OF I2B2 ON ARCHIVE 
ELECTRONIC DATASET (10YR-HER2+BCS SURVEY)
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HER2+ eBC: Overall survival by ER/N status

EFS/OS automated description  
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