Large US Registry Study Confirms 2-GEP Negative Predictive Value Over 99%
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Abstract _______ Methods

It remains difficult to assess equivocal melanocytic skin lesions and The Trust 2 multi-center study, initiated in 2021, utilized patient data compiled
unambiguously rule out melanoma through the existing standard of care of through a large US registry.

visual assessment and histopathology due to the inherent limitations of image

and pattern recognition. The non-invasive 2-GEP test helps clinicians rule out

melanoma through objective precision genomics. The 2-GEP can inform the The 2-GEP test is comprised of LINC00518 (long intergenic non-coding RNA
clinical management of equivocal pigmented lesions with a negative predictive 00518) and PRAME (preferentially expressed antigen in melanoma).

value (NPV) of over 99%.

Conclusion

The Trust 2 Study results further validate the 99% NPV observed in a similar

real-world study (Trust 1) published in 2021, which evaluated the tested
lesions of more than 1,500 patients.*

NPV is considered the most relevant metric for a rule-out test®” since a
negative test result is often used to defer intervention (such as biopsy or

excision) in favor of surveillance.2:8.9

In a large US registry study, Trust 2, we sought to further evaluate the 2-GEP Most 2-GEP-negative lesions were followed with clinical surveillance and not

in a real-world clinical study. The Trust 2 study included 19,653 lesions tested biopsied. To determine whether a negative 2-GEP result was correct or incorrect, The Trust 2 Study results reaffirm the DMT's real-world clinical utility to rule
with the 2-GEP. Follow-up evaluations occurred for more than 5,000 tested the status of 2-GEP-negative lesions upon follow-up examinations (unchanged / out melanoma with a negative predictive value (NPV) that is higher than other
lesions with median and mean follow-up durations of 348 and 337 days stable versus changing in a manner concerning for melanoma) was recorded. In currently available methods.>

respectively. Follow-up evaluations included pathology diagnosis for lesions some cases, follow-up evaluations included pathology diagnosis for lesions that L . .

that were biopsied and visual examinations for lesions that were monitored. were biopsied. As a non-invasive test that has demonstrated an NPV of 99% or higher in

multiple, large studies, the DMT provides actionable genomic information for

a suspicious pigmented lesion that a clinician may be hesitant to biopsy for a
The 95% confidence intervals for NPV and PPV were calculated using the variety of reasons.

Clopper-Pearson Exact Binomial Test, using the R function “binom.test”. The

Lesions that were monitored were classified as either unchanged or changed
In @ manner concerning for melanoma.

The Trust 2 study demonstrated an NPV of 99.7% for the 2-GEP test which is

comprised of LINC00518 long intergenic non-coding RNA 00518 and PRAME 95% confidence intervals for the difference in NPV and PPV between the groups
preferentially expressed antigen in melanoma. The NPV of 99.7% was were calculated using the Farrington-Manning method, using the function References
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histopathology results.

The NPV of 99.7% is higher than other currently available methods (e.g.,
dermoscopy).°



