
About Roche Foundation Medicine
Media backgrounder

The Roche-Foundation Medicine collaboration combines Roche’s expertise
in oncology with Foundation Medicine’s leading technology, validation, and
experience in cancer genomic profiling.

Foundation Medicine joined the Roche Group in 2018 as part of our long-standing commitment
to pioneering progress in precision medicine and personalised healthcare. Foundation Medicine
is a molecular insights company dedicated to a transformation in cancer care in which treatment
is informed by a deep understanding of the genomic changes that contribute to each patient's
unique cancer. The powerful insights gained from comprehensive genomic profiling (CGP) are
central to our long-term personalised healthcare strategy, and will help physicians determine the
best possible care plan for each individual patient while driving faster, more efficient
development of new life-saving cancer treatments.

What is comprehensive genomic profiling?

● CGP is an NGS approach, that detects novel and known variants of the four main
classes of genomic alterations, and genomic signatures, to provide prognostic,
diagnostic and predictive insights that inform research or treatment decisions for
individual patients across all cancer types.1,2,3,4

● The insights from CGP help support physicians to decide the most appropriate treatment
choices for each individual patient and importantly, can help patients avoid unnecessary
treatments.

● CGP gives physicians and patients the confidence that they have explored all possible



options to treat their cancer.

Foundation Medicine’s tests

Foundation Medicine offers three CGP tests for patients with advanced cancer, which analyse
cancer-related genes across the four main classes of genomic mutations to help understand the
genomic makeup of a patient's tumour. These are:

1. FoundationOne®CDx, globally available tissue-based CGP test for solid tumours:
● Comprehensively tests a sample of a patient’s tumour tissue using next-generation

sequencing (NGS) technology to analyse 324 cancer-related genes.5

● FoundationOne CDx also reports tumour mutational burden (TMB) and microsatellite
instability (MSI) – genomic signatures that may help inform cancer
immunotherapy-based treatment decisions – as well as loss of heterozygosity (LOH)
and positive homologous recombination deficiency (HRD) status for patients with
ovarian cancer.5,6

● Patients do not need to undergo repeat invasive tissue biopsies with FoundationOne
CDx, as it delivers comprehensive insights in a single test.5

● FoundationOne CDx was approved by the U.S. Food and Drug Administration (FDA)
in November 2017.7

● FoundationOne CDx is an FDA-approved tissue-based broad CGP test validated for
all solid tumours and approved as a companion diagnostic (CDx). A CDx is a
diagnostic test which provides information that is essential for the safe and effective
use of targeted therapies.8 FoundationOne CDx is currently approved as the CDx
test for more than 20 targeted therapies across more than seven cancer types.5

2. FoundationOne®Liquid CDx, a comprehensive pan-tumour liquid-biopsy test for solid
tumours:9,10,11

● FoundationOne Liquid CDx comprehensively tests a sample of a patient’s blood,
known as a liquid biopsy. This method of genomic testing is less invasive than a
tissue biopsy, which requires a solid sample from the patient’s tumour. It means more
patients can benefit from the insights of CGP, for example when a tissue biopsy is
not possible or recommended, because the tumour is inaccessible, when there is
insufficient tissue, or when preferred because of patient convenience.

● The test uses NGS technology to analyse more than 300 cancer-related genes, and
multiple genomic signatures to inform the use of oncology therapies, including
immunotherapies. It also reports tumour fraction - the percentage of DNA in the
blood derived from the patient’s tumour – which may be used as an exploratory
biomarker of treatment response.12

● FoundationOne Liquid CDx was approved by the U.S. FDA in August 2020.
● FoundationOne Liquid CDx is a CGP test for patients with any solid tumour, and is

approved as a CDx test for more than six targeted therapies across four different
cancer types.9



3. FoundationOne®Heme, for haematologic malignancies and sarcomas:
● Designed to analyse and interpret DNA sequence information from 406 genes and

RNA sequence information from 265 commonly rearranged genes in haematologic
malignancies and sarcomas, including but not limited to leukaemias, lymphomas,
multiple myeloma, and leiomyosarcoma.13

● FoundationOne Heme also reports TMB and MSI, which may help inform clinical
decision-making and clinical trial enrolment.13

The test reports

The results of FoundationOne CDx, FoundationOne Liquid CDx and FoundationOne Heme are
delivered in an integrated report that identifies alterations matched to FDA-approved therapies
and provides relevant clinical trial information, supporting clinicians’ decision-making.

When applicable, the de-identified data from testing is stored in FoundationCore™, Foundation
Medicine’s world-class data platform for genomic and clinico-genomic research, which currently
includes more than 400,000 genomic profiles and is one of the largest data set of its kind.14 This
collection of data is anonymised and used to inform the next generation of treatments, creating
a valuable resource for biopharma and researchers.

Foundation Medicine’s knowledgebase is constantly growing. Foundation Medicine has brought
together its world-class genomic database with Flatiron Health’s leading real-world clinical
outcomes data capabilities, creating a joint research platform, the “clinico-genomic database”.
These datasets translate into insights that advance our understanding of cancer biology,
molecular biomarkers, and, ultimately, a better understanding of which medicines will work for
which patients, making sure that each and every doctor is able to provide high quality,
data-driven, personalised cancer care.15

Foundation Medicine’s services have launched in more than 60 countries, including Austria,
Brazil, Canada, China, Germany, Hong Kong, Israel, Singapore, Spain and Switzerland.
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