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DiviTum ® Units of Activity (DuA)
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Pretreatment C1D15 C2Dh1 C2D15 C3D1 C4D1 C5D1 CceD1
* < 145 DuA for patients treated with CDK4/6 inhibitor .22
General testinformation: Limitations:

* TKa values are associated with disease progression within 30 days or 60 days from sampling

* TKa values <250 DuA are associated with decreased likelihood of disease progression within the next
30 days or 60 days post testing (81% and 82% specificity, respectively )

* TKa values <250 DuA have negative predictive values for disease progression of 97% and 94% for
30 days or 60 days, respectively, post-testing progression -free survival (PFS )

* Testing for TKa should be used in conjunction with other clinical methods used for monitoring
metastatic breast cancer patients

* DiviTum TKa should not be used for cancer screening or diagnosis

* DiviTum TKa is not for “serial testing” because the testresult at a given time point does not compare
to the test result at previous time point, but toa fixed cutoff value

* DiviTum TKa is not indicated as a stand -alone test to determine the outcome of disease nor to suggest
orinfer an individual patient’s likely benefit from therapy

* The DiviTum TKa test has been validated for use only with serum samples from postmenopausal
women previously diagnosed with HR + metastatic breast cancer

® Accurate results are dependent on following the proper sample collection, storage, and handling
procedures

* Patients who have high levels of triglycerides may show falsely elevated TKa values when tested,
and who have high levels of bilirubin (conjugated ) may show falsely depressed TKa values when
tested with DiviTum TKa

* Patients who are taking cisplatin may show falsely depressed TKa values when tested with
DiviTum TKa

* The effects of chemotherapy on DiviTum TKa have not yet been fully evaluated
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DiviTum TKa has been cleared by the US FDA. Biovica is certified under CLIA to perform high complexity clinical laboratory testing.

The test may be covered by one or more US pending or issued patents—see www.biovica .com for details .
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