EpiSwitch” CiRT Technical Overview

EpiSwitch CIRT is a quantitative laboratory developed blood test to assess the likelihood of response to an Immune
Checkpoint Inhibitor (ICI) therapy. The test evaluates eight (8) DNA regulatory (epigenetic) markers called chromatin-
conformational signatures (CCS) and stratifies patients based on their probability of responding to an ICI. The test may be
run at any stage of treatment, including post-initiation of an ICI.

Intended Use

Checkpoint inhibitor Response Test (CiRT) is a blood test that evaluates DNA conformational structures in the immune
cells to assess the likelihood of response to immune checkpoint inhibitor (ICI) therapy targeting PD-L1 (Atezolizumalb,
Avelumab, Duralumab) and PD-1 (Pembrolizumab). The results are not specific to ICI agent or to type of tumor. The test
is intended to provide supplemental information to cancer treatment professionals on the overall clinical picture. It
should not be used as the sole data point in treatment decisions.
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Low Probability High Probability

Low Probability Management Guidance High Probability Management Guidance

The EpiSwitch Checkpoint inhibitor Response Test The EpiSwitch Checkpoint inhibitor Response Test

(CiRT) result for this specimen is in the Low Likelihood  (CiRT) result for this specimen is in the High Likelihood

of Response range to an ICI therapy. This result should  of Response range to an ICI therapy. Individuals in the

be considered along with other clinical features for  group have a greater chance of benefiting from an

interpretation by a licensed medical professional. ICI agent. This result should be considered along with
other clinical features for interpretation by a licensed
medical professional.

A Validated Predictive Test to Stratify Individuals Based on Their Likelihood of Response to Immune Checkpoint Inhibitors (ICIs)

EpiSwitch CiRT delivers high sensitivity and specificity for predicting the beneficial use of an ICI agent. The blood test
measures eight epigenetic markers to determine the most likely outcome of treatment.

accuracy:
Sensitvity: positive Predictive Value:
specificity Negative Predictive Value:
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Disclaimer: The EpiSwitch CiRT Response Test is a laboratory developed test (LDT). It has not been reviewed or cleared by the US Food and Drug Administration.
The laboratory is certified under the Clinical Laboratory Improvement Amendments (CLIA) to perform high-complexity clinical testing. Decisions regarding
patient care and treatment should not be solely based on a single test such as this test, rather, on the independent medical judgment of the treating physician
taking into consideration all available information concerning the patient’s conditions, including other clinical tests, in accordance with the standard of care
in each healthcare setting.
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Get Started With EpiSwitch® CiRT

Healthcare Provider & Patient Resources

Your online resource to learn more about EpiSwitch CiRT: www.mycirt.com

LEARN MORE by contacting your local EpiSwitch CiRT customer service representative by phoning
888-236-8896 or emailing us at CiRT.TEST@myOBDX.com
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Your Response Level
Address [Address line]
. [city], [state] [zip]

Low Probability High Probability Rz B
Phone 811-555-4210
Account Ref FL

Specimen Information
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EpiSwitch Checkpoint inh r Response Test Description

Intended Use: Checkpoint inhibitor Response Test (CiRT) is a blood test that evaluates DNA conformational structures in the immune cells to assess the
likelinood of response to immune checkpoint inhibitor (ICI) therapy targeting PD-L1 (Atezolizumab, Avelumab, Duralumab) and PD-1 (Pembrolizumab). The
results are not specific to ICI agent or to type of tumor. The test is intended to provide supplemental information to cancer treatment professionals on the

overall clinical picture. It should not be used as the sole data point in treatment decisions.

EpiSwitch CiRT Response Test is a quantitative laboratory developed blood test to assess the likelihood of response to an ICI therapy. The test evaluates
eight (8) DNA regulatory (epigenetic) markers called chromatin-conformational signatures (CCS) and stratifies patients based on their probability of
responding to an ICL. The test may be run at any stage of treatment, including post-initiation of an ICl.
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. . . Administration. The laboratory is certified under the Clinical Laboratory Improvement Amendments (CLIA) to perform high-complexity clinical testing.
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judgment of the treatting physician taking into consideration all available information concerning the patient's conditions, including other clinical tests, in
accordance with the standard of care in each healthcare setting.

This test was performed at NEXT Bio Research Services, LLC, 11601 Ironbridge Rd, Chester, VA 23831 - CLIA #49D2104154.
For questions about the report, email CIRT.TEST@myOBDX.com or call 1.888.236.8896.

Medical Director Signature Date

CIRT 102-01-01-03

The Benefits of Using EpiSwitch CiRT in Your Clinic
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