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Background Results: LOD and Linearity

Results: The assay shows strong linearity (R*=0.89 — 0.98) over the range of tested variant allele frequencies (VAFs; 0.1%-10%).
Overall, an LOD of 0.5% was established for >95% of the targeted sites in the assay. At this level, the assay shows average
variant read frequencies (VRFs) for example SNVs and the FLT3-ITD insertion between 0.44% - 0.58% with CVs less than 30%.
For the NPM1 region which is known to be GC-rich and highly repetitive, the insertion sensitivity is between 0.5%-1.0%, with a

Results: Combined Sensitivity and Specificity

Results: The overall sensitivity and specificity is excellent (100%) at the desired LOD of 0.5%. The specificity remains >95%
for both SNVs and insertions evaluated at lower LODs of 0.1%.

Combined SNVs
Specificity

Background: Many personalized therapies for acute myeloid leukemia (AML) have been developed targeting specific
biomarkers. The efficacies of these therapies are inconsistent while the need to determine successful patient therapies
prior to patient relapse remains critical. Minimal residual disease (MRD) monitoring can help determine effective
treatments and predict potential relapse. While there are now several MRD tests available on the market, most target
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