In mNSCLC,

Knowledge of METex14 status can inform
a patient's up-front treatment plan1

MET, mesenchymal-epithelial transition; METex14, MET exon 14 skipping; mNSCLC, metastatic non-small cell lung cancer.

Indication
TABRECTA® (capmatinib) tablets is indicated for the treatment of adult patients with metastatic non-small cell lung
cancer (NSCLC) whose tumors have a mutation that leads to mesenchymal-epithelial transition (MET) exon 14 skipping
as detected by an FDA-approved test.
This indication is approved under accelerated approval based on overall response rate and duration of response.
Continued approval for this indication may be contingent upon verification and description of clinical benefit in
confirmatory trials.
Important Safety Information
Interstitial Lung Disease (ILD)/Pneumonitis. ILD/pneumonitis, which can be fatal, occurred in patients treated with
TABRECTA. ILD/pneumonitis occurred in 4.5% of patients treated with TABRECTA in the GEOMETRY mono-1 study, with
1.8% of patients experiencing grade 3 ILD/pneumonitis and 1 patient experiencing death (0.3%). Eight patients (2.4%)
discontinued TABRECTA due to ILD/pneumonitis.
Please see additional Important Safety Information throughout and on page 6.
Please click here for full Prescribing Information for TABRECTA.

Identifying METex14 in mNSCLC may unlock the option for
first-line targeted therapy with capmatinib (TABRECTA)1
Why is METex14 important?
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The NCCN makes no warranties of any kind whatsoever regarding their content, use or application and disclaims any
responsibility for their application or use in any way.
ALK, anaplastic lymphoma kinase; BRAF, v-raf murine sarcoma viral oncogene homolog B1; EGFR, epidermal growth factor receptor; KRAS,
Kirsten rat sarcoma; MET, mesenchymal-epithelial transition; METex14, MET exon 14 skipping; mNSCLC, metastatic non-small cell lung cancer;
NTRK, neurotrophic tyrosine receptor kinase; RET, rearranged during transfection; ROS1, ROS proto-oncogene 1, tyrosine receptor kinase.

Indication
TABRECTA® (capmatinib) tablets is indicated for the treatment of adult patients with metastatic non-small cell lung
cancer (NSCLC) whose tumors have a mutation that leads to mesenchymal-epithelial transition (MET) exon 14 skipping
as detected by an FDA-approved test.
This indication is approved under accelerated approval based on overall response rate and duration of response.
Continued approval for this indication may be contingent upon verification and description of clinical benefit in
confirmatory trials.
Important Safety Information
Interstitial Lung Disease (ILD)/Pneumonitis. ILD/pneumonitis, which can be fatal, occurred in patients treated
with TABRECTA. ILD/pneumonitis occurred in 4.5% of patients treated with TABRECTA in the GEOMETRY mono-1
study, with 1.8% of patients experiencing grade 3 ILD/pneumonitis and 1 patient experiencing death (0.3%). Eight
patients (2.4%) discontinued TABRECTA due to ILD/pneumonitis.
Please see additional Important Safety Information throughout and on page 6.
Please click here for full Prescribing Information for TABRECTA.
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Accurate detection of mutations leading to METex14 in mNSCLC
could facilitate timely intervention 18
What is the biology of METex14?
MET normally participates in signaling pathways involved in embryonic
development, wound healing, and tissue regeneration19
DNA20,21
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Exon 14 skipping results in a MET protein that lacks a critical regulatory domain, leading to decreased
MET degradation and prolonged activation of downstream signaling pathways, which are associated
with oncogenic transformation and metastasis21,22
A broad range of molecular alterations may lead to METex1421

The complex biological structure of METex14 requires
a test that is specifically designed for its detection23,24
mRNA, messenger RNA.
*Prevalence rates are in accordance with those from The Cancer Genome Atlas (TCGA) Research Network, a joint effort between the National Cancer Institute
and the National Human Genome Research Institute. To access the latest TCGA data, please visit: cancer.gov/about-nci/organization/ccg/research/
structural-genomics/tcga.
†
 The NCCN Guidelines® for NSCLC provide recommendations for certain individual biomarkers that should be tested and recommend testing techniques but
do not endorse any specific commercially available biomarker assays or commercial laboratories.
‡
It is recommended that, when feasible, molecular testing be performed via a broad, panel-based approach, most typically next-generation sequencing (NGS).
§
This calculation is based on a 3% prevalence rate and mNSCLC-specific incidence and recurrence data from Kantar Health.

Important Safety Information (continued)
Monitor for new or worsening pulmonary symptoms indicative of ILD/pneumonitis (eg, dyspnea, cough, fever).
Immediately withhold TABRECTA® (capmatinib) tablets in patients with suspected ILD/pneumonitis and permanently
discontinue if no other potential causes of ILD/pneumonitis are identified.
Hepatotoxicity. Hepatotoxicity occurred in patients treated with TABRECTA. Increased alanine aminotransferase (ALT)/
aspartate aminotransferase (AST) occurred in 13% of patients treated with TABRECTA in GEOMETRY mono-1. Grade 3 or
4 increased ALT/AST occurred in 6% of patients. Three patients (0.9%) discontinued TABRECTA due to increased ALT/AST.
Please see additional Important Safety Information throughout and on page 6.
Please click here for full Prescribing Information for TABRECTA.
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Multiple NSCLC Guidelines recommend broad molecular profiling
to inform first-line decision-making1,25,26
When to test for METex14?
According to NSCLC Guidelines, clinicians should obtain biomarker test results
at diagnosis of mNSCLC, prior to administering a first-line therapy, if feasible1,25,26
•

A broad, panel-based approach, most typically NGS, is recommended1,26

Guidelines recommend broad molecular profiling1,25,26*:

 to identify driver variants that may have an available targeted therapy
 to help ensure the most appropriate treatment for patients
Single-gene testing for multiple biomarkers sequentially may:
Result in longer turnaround times and increase the risk
of tissue exhaustion, potentially necessitating a rebiopsy27,28

Fail to identify clinically relevant genomic alterations,
narrowing the treatment options for patients28,29

Broad molecular profiling, including METex14, is a key step
to inform care for patients with mNSCLC1
*The NCCN Guidelines for NSCLC provide recommendations for individual biomarkers that should be tested and recommend testing techniques but
do not endorse any specific commercially available biomarker assays or commercial laboratories.

Important Safety Information (continued)
Monitor liver function tests (including ALT, AST, and total bilirubin) prior to the start of TABRECTA® (capmatinib)
tablets, every 2 weeks during the first 3 months of treatment, then once a month or as clinically indicated, with
more frequent testing in patients who develop increased transaminases or bilirubin. Based on the severity of the
adverse reaction, withhold, reduce dose, or permanently discontinue TABRECTA.
Risk of Photosensitivity. Based on findings from animal studies, there is a potential risk of photosensitivity
reactions with TABRECTA. In GEOMETRY mono-1, it was recommended that patients use precautionary measures
against ultraviolet exposure, such as use of sunscreen or protective clothing, during treatment with TABRECTA.
Advise patients to limit direct ultraviolet exposure during treatment with TABRECTA.
Please see additional Important Safety Information throughout and on page 6.
Please click here for full Prescribing Information for TABRECTA.
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Foundation Medicine offers 2 FDA-approved diagnostic options
to identify patients for treatment with TABRECTA
How to test for METex14?
FoundationOne®CDx and FoundationOne®Liquid CDx are FDA-approved
companion diagnostics for TABRECTA
FoundationOne®CDx analyzes
DNA isolated from FFPE tumor
tissue specimens30

FoundationOne®Liquid CDx
analyzes DNA extracted
from plasma31

•
•

Foundation Medicine results have a typical turnaround time of ≤10 days from receipt of specimen32

•

Foundation Medicine offers in-home blood draw with mobile phlebotomy through its partner,
ExamOne®, to support broader access to FoundationOne®Liquid CDx at no additional cost34

FoundationOne®CDx and FoundationOne®Liquid CDx are covered by Original Medicare and Medicare
Advantage for qualifying beneficiaries33

Reflex to tissue biopsy for negative findings on blood-based test results, if feasible35

Only patients with METex14 are eligible for biomarker-driven therapy with TABRECTA35

Foundation Medicine offers the option to automatically reflex between tissue
and liquid sample types32
CDx, companion diagnostic; FFPE, formalin-fixed paraffin-embedded.

Important Safety Information (continued)
Embryo-Fetal Toxicity. Based on findings from animal studies and its mechanism of action, TABRECTA®
(capmatinib) tablets, can cause fetal harm when administered to a pregnant woman. Advise pregnant women
of the potential risk to a fetus. Advise females of reproductive potential to use effective contraception during
treatment with TABRECTA and for 1 week after the last dose. Advise males with female partners of reproductive
potential to use effective contraception during treatment with TABRECTA and for 1 week after the last dose.
Please see additional Important Safety Information throughout and on page 6.
Please click here for full Prescribing Information for TABRECTA.
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IMPORTANT SAFETY INFORMATION
Indication
TABRECTA® (capmatinib) tablets is indicated for the treatment of adult patients with metastatic non-small cell
lung cancer (NSCLC) whose tumors have a mutation that leads to mesenchymal-epithelial transition (MET) exon 14
skipping as detected by an FDA-approved test.
This indication is approved under accelerated approval based on overall response rate and duration of response.
Continued approval for this indication may be contingent upon verification and description of clinical benefit in
confirmatory trials.
Important Safety Information
Interstitial Lung Disease (ILD)/Pneumonitis. ILD/pneumonitis, which can be fatal, occurred in patients treated
with TABRECTA. ILD/pneumonitis occurred in 4.5% of patients treated with TABRECTA in the GEOMETRY mono-1
study, with 1.8% of patients experiencing grade 3 ILD/pneumonitis and 1 patient experiencing death (0.3%). Eight
patients (2.4%) discontinued TABRECTA due to ILD/pneumonitis.
Monitor for new or worsening pulmonary symptoms indicative of ILD/pneumonitis (eg, dyspnea, cough, fever).
Immediately withhold TABRECTA in patients with suspected ILD/pneumonitis and permanently discontinue if no
other potential causes of ILD/pneumonitis are identified.
Hepatotoxicity. Hepatotoxicity occurred in patients treated with TABRECTA. Increased alanine aminotransferase
(ALT)/aspartate aminotransferase (AST) occurred in 13% of patients treated with TABRECTA in GEOMETRY mono-1.
Grade 3 or 4 increased ALT/AST occurred in 6% of patients. Three patients (0.9%) discontinued TABRECTA due to
increased ALT/AST.
Monitor liver function tests (including ALT, AST, and total bilirubin) prior to the start of TABRECTA, every 2 weeks
during the first 3 months of treatment, then once a month or as clinically indicated, with more frequent testing in
patients who develop increased transaminases or bilirubin. Based on the severity of the adverse reaction, withhold,
reduce dose, or permanently discontinue TABRECTA.
Risk of Photosensitivity. Based on findings from animal studies, there is a potential risk of photosensitivity
reactions with TABRECTA. In GEOMETRY mono-1, it was recommended that patients use precautionary measures
against ultraviolet exposure, such as use of sunscreen or protective clothing, during treatment with TABRECTA.
Advise patients to limit direct ultraviolet exposure during treatment with TABRECTA.
Embryo-Fetal Toxicity. Based on findings from animal studies and its mechanism of action, TABRECTA can
cause fetal harm when administered to a pregnant woman. Advise pregnant women of the potential risk to a
fetus. Advise females of reproductive potential to use effective contraception during treatment with TABRECTA
and for 1 week after the last dose. Advise males with female partners of reproductive potential to use effective
contraception during treatment with TABRECTA and for 1 week after the last dose.
Most Common Adverse Reactions. The most common adverse reactions (≥20%) were peripheral edema (52%),
nausea (44%), fatigue (32%), vomiting (28%), dyspnea (24%), and decreased appetite (21%). The most common grade
3 adverse reactions (≥2%) were peripheral edema (9%), fatigue (8%), dyspnea (7%), nausea (2.7%), vomiting (2.4%), and
noncardiac chest pain (2.1%). Grade 4 dyspnea was reported in 0.6% of patients.
Clinically Relevant Adverse Reactions. Clinically relevant adverse reactions observed in <10% of patients were
pruritus (allergic and generalized), ILD/pneumonitis, cellulitis, acute kidney injury (including renal failure), urticaria,
and acute pancreatitis.
Laboratory Abnormalities. Select laboratory abnormalities (≥20%) worsening from baseline in patients
who received TABRECTA were decreased albumin (68%), increased creatinine (62%), decreased lymphocytes
(44%), increased ALT (37%), increased alkaline phosphatase (32%), increased amylase (31%), increased gammaglutamyltransferase (29%), increased lipase (26%), increased AST (25%), decreased hemoglobin (24%), decreased
leukocytes (23%), decreased sodium (23%), decreased phosphate (23%), increased potassium (23%), and decreased
glucose (21%).
Please click here for full Prescribing Information for TABRECTA.
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FoundationOne®CDx and FoundationOne®Liquid CDx are qualitative next-generation sequencing based in vitro
diagnostic tests for advanced cancer patients with solid tumors and are for prescription use only. FoundationOne
CDx utilizes FFPE tissue and analyzes 324 genes as well as genomic signatures. FoundationOne Liquid CDx analyzes
324 genes utilizing circulating cell-free DNA and is FDA-approved to report short variants in 311 genes. The tests are
companion diagnostics to identify patients who may benefit from treatment with specific therapies in accordance
with the therapeutic product labeling. Additional genomic findings may be reported and are not prescriptive or
conclusive for labeled use of any specific therapeutic product. Use of the tests does not guarantee a patient will be
matched to a treatment. A negative result does not rule out the presence of an alteration. Some patients may require
a biopsy for testing with FoundationOne CDx when archival tissue is not available which may pose a risk. Patients who
are tested with FoundationOne Liquid CDx and are negative for companion diagnostic mutations should be reflexed
to tumor tissue testing and mutation status confirmed using an FDA-approved tumor tissue test, if feasible.
For the complete label, including companion diagnostic indications and important risk information, please visit
www.F1CDxLabel.com and www.F1LCDxLabel.com.
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Knowledge of METex14 status can inform a patient's
up-front treatment plan1
Are you testing?
Why is METex14 important?

•
•

Approximately 4,000-5,000 patients per year in the United States have METex14 in mNSCLC13,14
For these patients, first-line targeted therapy with TABRECTA® (capmatinib) tablets may be an option35

When to test for METex14?

•

The NCCN Guidelines recommend broad molecular profiling, including METex14, to inform up-front
treatment decisions for eligible patients with mNSCLC1

How to test for METex14?

•

Foundation Medicine offers 2 FDA-approved diagnostic options to identify patients for treatment
with TABRECTA
— To order tissue-based FoundationOne®CDx or blood-based FoundationOne®Liquid CDx, visit

FoundationMedicine.com/order

— Or call Foundation Medicine Client Services at 1-888-988-3639

Learn more at test-tabrecta.com/HCP
Indication
TABRECTA® (capmatinib) tablets is indicated for the treatment of adult patients with metastatic non-small cell lung
cancer (NSCLC) whose tumors have a mutation that leads to mesenchymal-epithelial transition (MET) exon 14 skipping as
detected by an FDA-approved test.
This indication is approved under accelerated approval based on overall response rate and duration of response. Continued
approval for this indication may be contingent upon verification and description of clinical benefit in confirmatory trials.
Highlights of Important Safety Information
TABRECTA has Warnings and Precautions for interstitial lung disease (ILD/pneumonitis), hepatotoxicity, risk of
photosensitivity, and embryo-fetal toxicity.
The most common adverse reactions (≥20%) are peripheral edema, nausea, fatigue, vomiting, dyspnea, and
decreased appetite.
Please see additional Important Safety Information throughout and on page 6.
Please click here for full Prescribing Information for TABRECTA.
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