
New FDA-Approved Broad Companion Diagnostic (CDx) for Solid Tumors

FDA-Approved Therapies
List of FDA-approved companion diagnostics to identify patients who may benefit from associated therapies

All Other Biomarkers
All other biomarkers, including tumor mutational burden (TMB) and microsatellite instability (MSI), without 
companion diagnostic claims
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FDA-Approved Content
Report Section 1



© 2018 Foundation Medicine, Inc.  |  FoundationOne® is a registered trademark of Foundation Medicine, Inc. FoundationOne CDx™ is a trademark 
of Foundation Medicine, Inc.  |  www.foundationmedicine.com  |  Tel. 888.988.3639  |  Fax 617.418.2290  |  MKT-0144-02

FoundationOne CDx™ is a next-generation sequencing based in vitro diagnostic device for detection of substitutions, insertion and deletion alterations, and copy number 
alterations in 324 genes and select gene rearrangements, as well as genomic signatures including microsatellite instability (MSI) and tumor mutational burden (TMB) using 
DNA isolated from formalin-fixed, paraffin-embedded (FFPE) tumor tissue specimens. For the complete intended use statement, including companion diagnostic indications, 
please see the FoundationOne CDx Technical Information, www.foundationmedicine.com/f1cdx.

Professional Services
Report Section 2

Pertinent Negatives
Identifies important negative results that can be used for patient management

Therapies with Clinical Benefit 
Interpretive content that can be used for patient management according to professional guidelines in oncology

Clinical Trials
Identifies trials based on patients’ unique genomic profile with page number for quick reference 

TO LEARN MORE:

Visit www.foundationmedicine.com/f1cdx

TO ORDER:

Create an account to order online at 
www.foundationmedicine.com/signup
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