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the Sysmex HISCL™ 5000 / 800 In these precision plots, coefficient of variation (CV) of duplicate measurements is plotted against the concentrations measured in the 250 I _ ;;:AL\B:::/:U(QUCM:::50/.:;;)§67:79)
clinical samples. Data points are color-coded for CSF-based amyloid status (Ap- = blue, AR+ = red). The vertical lines represent the Limits ROC-AUC curves to detect CSF AB+ across the clinical continuum are presented.
pTaU'21 7’ AB42 and AB4O assays of Detection (LoD) of the assays, which are 0.078 pg/mL for pTau217 (A), 0.71 pg/mL for AB42 (B) and 2.84 pg/mL for AB40 (C). pTau-217 HISCL plasma pTau-217 performed significantly better than Lumipulse pTau-217 (A;
1 1 i concentrations were measured below the LoD in 63 samples (26%). All AB42 and AB40 concentrations were measured above their AAUC = 0.03, DeLong’s p = 0.02). HISCL AB42/40 performed significantly better
for thel r pOtentlaI tO deteCt_a_rnyIOId .respective LoDs. Aver_age (_DV was 2.9 £ 3.1% for pTau217, 1.4 + 1.8% for '_6‘5_42 and 1.4 + 1..4% for AB40. In addition to the data presented than both Lumipulse AB42/40 and Simoa AB42/40 (B; AAUC 0.08 and AAUC = 0.14;
pathOIOgy across the C||n|Ca| in these plots: parallelism, linearity and recovery of all three assays were within acceptable limits. DelLong’s p < 0.02).
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and AD dementia (50 AB+). Groups were age | ; .
and sex matched (mean + SD age 66 + 5.6 CONCLUSION
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N | i seL The Sysmex HISCL™-5000 / 800 pTau-217, AB42 and AB40 assays show strong analytical sensitivity and precision.
e Plasma samples were measured wit ™ : . . . . .
5000 (pTau-g17, AB42 and AB40), Lumipulse HISCL pTau-217 and AP42/40 had strong diagnostic performance to detect AD across the clinical continuum, with
Tau-217, AB42 and AB40) and Simoa (A42 || significantly higher ROC-AUCs than obtained for Lumipulse and Simoa. These data qualify the HISCL™-5000 / 800
P :
and AB40). pTau-217 and ABR42 and AB40 assays as reliable clinical-grade assays for implementation in clinics and trials.
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