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Prospective observational study on clinical 
and budget impact of MGA implementation in 

HR+/HER2- eBC 

• MGAs are prognostication tools available and reimbursed in case of 
HR+/HER2- eBC  at intermediate risk of relapse, according to the MoH 
indication released in May 2021

• The expected clinical and budget impact of MGA implementation in Italy 
derive as an estimation from 3 RWE studies, conducted with a single MGA 
(ODX) and prior to MoH indication

• ISS commissioned Bocconi University to forcast possible different budget 
impact scenarios at national level, according to the current MGA 
implementation

• Currently, no prospective registry or database collection are planned to 
capture the true clinical and budget impact of MGAs following MoH 
indications









Decreto ministeriale 18 maggio 2021

« …Si stima che l'utilizzo di questi test come supporto alla scelta terapeutica in casi selezionati potrebbe
comportare una riduzione dal 50 al 75% del ricorso alla chemioterapia adiuvante… » 

« …I test genomici sono indicati nei casi incerti quando e' necessaria l'ulteriore definizione della effettiva
utilita' della chemioterapia adiuvante post operatoria, in aggiunta alla ormonoterapia, per le pazienti
affette da carcinoma mammario in fase iniziale (stadio I-IIIA) con recettori ormonali positivi (ER+) e con 
recettori del fattore di crescita epidermico umano 2 negativi (HER2-), identificate dopo stratificazione
clinica, istopatologica e strumentale radiologica... » 
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Forcasting budget impact 

CT yes/not 
recommend

CT recommend

Cost CT preMGA 20M 20M

Cost MGA/y 30M 7M

Cost CT postMGA 12M 10M

Impact +22M -3M

Preliminary data, courtesy Prof Oriana Ciani, Bocconi Univeristy, Milan



GIM-omic study proposal

GIM-omic italian registry 
• To collect prospective data on clinical and budget impact of MGAs 

implementation according to the MoH rules, through a national registry of pre-
and post MGA testing for ooptimal Rx adjuvant recommendation (eCRF)

Duration of the study 
• 1 y following MoH indications

Partecipants
• all GIM centers interested in MGA registry

Collaboration
• ISS 
• Bocconi University 

Support
• Possible interest express by the companies
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