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Biomarker Testing: Breaking Down the Terminology

Categories of Biomarkers

There are a variety of clinical uses for biomarker testing. Distinct categories of biomarkers can reveal information
that is critical to informing diagnosis, prognosis, and therapy selection.

Diagnostic

* Used to confirm the
presence of a disease
or condition, or to
identify individuals
with a subtype of the
disease

* One of the earliest uses
of biomarker testing in
cancer.

-————

Single Marker vs. Panel Testing

Monitoring

* Used to assess the
status of a disease or
medical condition

* Monitoring a biomarker
over time can allow for
comparisons to detect
signs of disease
worsening,
concentration and
toxicity of drugs, and
determine therapeutic
response.

= Includes circulating
tumor DMA (ctDNA)
manitoring

Prognostic

» Used to identify the
likelihood of disease
recurrence or
progression in patients
after diagnosis

7

Pharmacogenomic
(PGx

* Used to predict a drug's
efficacy or likelihood of
toxicity

* The same treatment
given to patients with
the same disease can
produce different
responses based on each
person's inherited genes.

——

®

Predictive

= Also called therapeutic
selection or companion
diagnostics

= Used to help doctors to
identify the most
effective treatment for a
patient.

» Helps to identify
individuals who are more
likely than those without
the biomarker to
experience a favorable
(or unfavorable)
response to a treatment
of therapy

There are many different types of biomarker tests and different tests are appropriate for different patients and
circumstances. Oncology providers rely on clinical practice guidelines, such as those published by the National
Comprehensive Cancer Network (NCCN) and the American Society of Clinical Oncology (ASCO) to inform testing and
treatment decisions. In a survey of oncology providers, 91% reported consulting clinical practice guidelines to
determine when to recommend or order biomarker testing for their patients.' As the science of biomarker-driven care
is quickly evolving, clinical practice guidelines - which are developed and updated regularly based on rigorous
evaluation of clinical evidence - are an essential resource to help providers offer the best care informed by the latest

evidence.

Single marker tests identify or measure one marker (e.g., gene or molecule). For example, a single-gene biomarker

test.

Panel tests identify or measure multiple markers (ranging from a few to several hundred) in the same test.
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Comprehensive biomarker testing looks for all recommended biomarkers based on clinical guidelines. This is often
done with a panel test. For some cancers, panel testing is recommended by clinical guidelines. Panel testing can limit
disruptions in care, including the need for multiple biopsies to collect biospecimen samples for testing, as well as
delays in initiating the most appropriate treatment.

Broad panel testing minimizes tissue use, enables personalized treatment, and can decrease the use of ineffective
treatments and unwarranted side effects, in addition to opening pathways to early clinical trials. However, many
payors do not reimburse for broad panel testing, despite strong evidence that panel tests lead to overall cost savings
for testing and treatment. v
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