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Background: The majority of OC cases are sporadic, but it is estimated that in 17%, germline mutations in BRCA1 or BRCA2 genes can be identified.  
BRCA mutated OC has distinct clinical characteristics, increased sensibility to platinum and non-platinum agents, and to DNA damage repair (DDR) 
targeting agents like PARP inhibitors., which as maintenance therapy after platinum-sensitive relapse, have demonstrated the greatest benefit in this 
BRCA mutated population. Additionally, somatic BRCA mutations could be identified in patients not harboring germline mutations. The prevalence of 
germline BRCA mutations (gBRCAm) and somatic mutations (sBRCAm) has been well characterized in different populations, LA population is a 
paradigm of poly-ethnicity, with a mixture of native, Spanish, Italian, Portuguese and Jewish ancestries, where prevalence of germline, but especially 
somatic BRCA mutations in OC, has not been studied. Furthermore, somatic testing as first step may be a new option in BRCA testing algorithm that 
could avoid the necessity for double testing (gBRCA, then sBRCA testing) ,in case of gBRCAm negative result.

Methods: 
FLABRA is a cross-sectional, multi-center, study designed to determine the prevalence of sBRCAm in newly diagnosed OC patients versus gBRCAm, 
and as secondary end points to describe different treatment approaches at front line in LA, and current OC genetic counselling. 480 patients from 
Argentina, Brazil, Colombia, Mexico, Peru and Panama, diagnosed with OC within the last 120 days will be invited to participate.  Archived tumor 
blocks will be used for sBRCA testing (Myriad Tumor BRACAnalysis CDx™). In sBRCA positive patients, blood samples will be analyzed to determine 
wether the mutation is germline or somatic in origin. In gBRCAm, genetic counseling is advised. Patients medical records will be reviewed for data 
relevant to medical history, surgery results, treatment approach and genetic counseling. 
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Somatic tissue testing 
Archived 10-µm sections tumor blocks from the diagnostic biopsy sample of patients will be requested from the local pathology lab from all eligible 
patients who sign the ICF.  Samples will be processed centrally for sBRCAm testing (Myriad Tumor BRACAnalysis). Genotypes of mutated samples 
tested will be compared to a list of known deleterious mutations.  Testing for sBRCA mutations will be done at Myriad Genetics Laboratories
Germline BRCA testing
A blood sample will be collected from all eligible patients who were positive for sBRCA mutations and sent to Myriad central laboratory for testing the 
point mutation somatically identified to establish the germline vs somatic origin of the mutation. gBRCA mutated patients genotype will be compared to 
a list of known deleterious mutations

Instituto Alexander Fleming, Buenos Aires 1, Instituto de Oncología Ángel Roffo, Buenos Aires 2, Instituto de Cancerología de la Clínica las Américas, Medellín 3, CEMIC, Buenos Aires 4, Instituto do Câncer do Estado 
de São Paulo – ICESP 5, Instituto Nacional de Cancerología (INCAN), Mexico 6, The American British Cowdray Medical Center I.A.P. Centro Medico ABC. Mexico 7, Hospital Alemán, Buenos Aires 8, Hemato 

Oncólogos Cali 9, Hospital Pérola Byington, Sao Paulo 10, Oncomédica – IMAT, Monteria 11, Myriad 12,, Fundación Cardio Infantil, Bogota, 13, CORI, La Rioja 14, Instituto Fundación Investigar 15, Instituto Oncológico 
Nacional, Panama 16, Fundação Amaral Carvalho 17, AstraZeneca LATAM 18, Hospital Nacional Alberto Sabogal Sologuren Lima 19, Instituto Nacional de Cancerología, Bogotá 20, Clinica Vida, Medellín 21, 

AstraZeneca Argentina 22


	Diapositiva 1

