Development of a 4-Plex Digital Immunoassay for Detection of Neurofilament-Light, Tau, Glial
Fibrillary Acidic Protein and Ubiquitin c-Terminal Hydrolase L1 in Blood and Cerebrospinal Fluid.
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Table 2. Summary of Characterization of Simoa Human
Neurology 4-Plex assay.
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reliably measure four biomarkers simultaneously in
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plasma, and CSF in both healthy and diseased individuals is of

individuals. It provides a new tool for the quantification
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e _ 8 Fig. 2 . Test of Simoa Neurology 4-Plex in normal human
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neurology biomarkers was developed based on Single Molecule
Array (Simoa) technology with ultra-sensitivity. The assay reagents
were designed for use on the Simoa HD-1 Analyzer. In the first
step, an immunocomplex was formed by incubating calibrators or g A
samples with capture antibody-coated paramagnetic beads and G

matched, n = 20) from healthy donors. Error bars depict
median and interquartile ranges.
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Fig. 3 . Results of Neurology 4-Plex assay showed change of

biomarker levels in individuals with and w/o mild Blast
exposure. Samples were collected on day O (baseline) and day
7 (after exposure). Group 1 includes control individuals with
none or less than 2 PSI blast exposure. Group 2 includes
individuals with >7 PSI blast exposure. A are change of Conc.
(pg/mL) between day 0 and day 7 of same individual.
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Table 1. Precision characteristics of Simoa Human Neurology 4-
Plex assay. Repeatability was determined following guidance of
CLSI Protocol EP5-A. 5 samples consisting of 2 serum panels, 1
plasma panel, and 2 controls were assayed in replicates of three
at two separate times per day for five days using a single lot of
reagents and calibrators. Analysis of variance (nested ANOVA)
results are summarized in the following table.
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