Evaluating the Elecsys in vitro diagnostic pTau217 plasma assay for the detection
of amyloid pathology in primary and secondary care settings
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Conclusions

 The Elecsys pTau217p assay demonstrated high discriminative accuracy for distinguishing amyloid-positive
from amyloid-negative participants, meeting Global CEO Initiative (CEOi) on Alzheimer’s Disease
recommendations.

What does this mean for the Alzheimer’'s community?

» Implementation of plasma pTau217 as a simple, scalable blood-based test capable of both ruling in and
ruling out amyloid pathology, with high performance across care settings, has the potential to revolutionise
the Alzheimer's disease (AD) diagnostic pathway.

« Establishing the dual cutoffs for the Elecsys® Phospho-Tau (217P) Plasma immunoassay is a key step in the
development of this assay as an in vitro diagnostic (IVD) tool.

« Upper and lower cutoffs of 0.378 and 0.223 pg/mL, respectively, were selected for classifying results into
high, low and indeterminate likelihood of amyloid pathology, for validation in a separate study.
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