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 Independent validation of plasma p-tau217 assays against gold-
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_ _ _ Biomarkers (A) Distribution of plasma pTau217 levels in APOE €4 carriers vs. non-carriers *P=0.03. (B) ROC curves of pTau217 for
explored APOE ¢4 effects, correlations with other biomarkers =Mk Wic=0zr —vimatoelim NFL (AUC = 0.713) predicting PET positivity stratified by APOE &4 carrier status.
(GFAP, NFL, AB42/AB40), and post-testing anti-AB treatment ARSUABID(AUC=0350) — GFAP(AUG=0.T78) « Plasma p-tau217 was significantly correlated with MMSE scores (p=-0.43,
decisions. . Using the dual-cutoff model as a pre-screening tool reduced the need for pf0.001), and in PET-positive populations, it was positively correlated
confirmatory amyloid PET scans by 85.6% (only 15/104 participants with GFAP (r=0.245, p=0.022) and NFL (r=0.380, p<0.001) (Table 1).

m required PET. 12 intermediate-risk, 3 low-risk false-negatives). The Table 1. Correlation of plasma pTau217 with other biomarkers
predefined model achieved 100% positive predictive value (PPV) in the — o

high-risk group, while local optimization of the cutoff values (0.508/0.712 — 0 12710151 0 170653533 0143 (0,066, 0.340
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intermediate-, and high-risk groups. In the real-world cohort, p-tau217 roup to 80% with a misclassification rate of 2.9% (Figure 3)
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articipants in the real-world cohort.
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Abbreviations: AP, amyloid-beta; GFAP, glial fibrillary acidic protein; NfL, neurofilament light chain; PET,
(B) Distribution of Plasma pTau217 by AB-PET Status (C) ROG Give:of Plasmia pTau217 for Desscting AB Pathology C Overall misclassification D Distribution of plasma pTau217 positron emissi.on tomography; PET (+), PET positive (indicating amyloid pathology); PET (-), PET negative;
a2 CI, confidence interval.
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i niien . T 4 o — & 3 2 5 The domestic Chinese plasma p-tau217 assay demonstrates diagnostic
AB-PET Status 1.-Specticily;(Fajes Positive Rate) 24 Fohlek= G712 palr 22 performance comparable to international standards in both real-world and
Boxplots show median (center line), interquartile range (box), and range (whiskers). Individual data points are overlaid as - - - %— - i 2 — A prospective Chinese cohorts. Applylng the Optimized dual-cutoff model
jittered dots. The comparison between groups was performed using the Wilcoxon rank-sum test. ***P<0.001. 0 o Low risk = 0.508 pg/mL effectively stratifies patient risk, reducing the number of amyl0|d PET scans
. . . . Optimized Preset PET negative PET positive without compromising diagnostic accuracy, and the subsequent anti-A
* In the prospective cohort, its AUC for diagnosing AD pathology (AB+ and s .p. 9 _ g. Y. q _ &
Tau+) reached 0.979 (Figure 2). optimized [l Preset B PETnegatve B PET positve therapy initiation rate is high. Therefore, plasma p-tau217 testing can
*#¥P < 0.001 directly inform and accelerate precision treatment decisions for AD.
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