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Elecsys® betaAmyloid (1-42) CSF 1l (Abeta4?2) and Elecsys® Phospfiau (181P) CSF (#aul81) assays

Background information and need for drug/device:
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and continues to intensify as populations age. Today in the US, one in three seniors die with

dementia. By 2050,140m people are projected to be living with the disease representing an

economic burden of USD 17tnt While dementia can be caused by multiple underlying causes,
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(CSF) assays fulfill a need for an accessible, affordable diagnostic solution for individuals with mild

cognitive impairment (MCI) to enable appropriate treatment and care interventions, access to clinical

trials and life/care planning.
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tests, routine laboratory tests and structural imaging (magnetic resonance imaging or computed

tomography scan). Clinical criteria are limited and lead to an accurate diagnosis in only 70%80%

of cases3 To increase diagnostic accuracy, an amyloid positron emission tomography (PET) scan,

that measures the build-up of abnormal beta-amyloid protein in the brain, canbe used as an

adjunct to these evaluations.* However its use is limited due to high cost, scarcity and exposure
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endorsed the use of CSF biomarkers for various cliital indications in the diagnosis of AD.

Importantly, CSF biomarker use has been recommended prior to initiation of treatment with

lecanemab, in particular an increased pTau/Abeta42 ratio to establish the presence of amyloid.

Lecanemab has been approvedn the US for patients meeting the clinical criteria for mild

cognitive impairment or mild AD dementia®

The Elecsys AD CSF assays were developed to meet the need for an accessible, affordable,
radiation -free diagnostic alternative that agrees highly with amyloid PET imaging. The test
guantifies the levels of beta-Amyloid (1-42) peptide (Abeta42)and tau protein phosphorylated at
amino acid 181 (p-Taul81). These molecules are modified versions of bet&\myloid and tau
proteins whose accumulation in braintissue in extracellular amyloid plaques and intracellular
neurofibrillary tangles are the hallmarks of AD. The Elecsys Abeta42 assay is traceable to
reference materials ensuring accuracy of the Abeta42 ratio results.’

Both tests are immunoassays that makaise of a two-step sandwich principle using a combination
of biotinylated monoclonal antibodies and ruthenium complex-labeled monoclonal antibodies
against the two targets, with reactions for the two targets performed separately. After addition

of streptav idin-coated microparticles, the complexes become bound to the solid phase via
interaction of biotin and streptavidin. The reaction mixture is aspirated into a measuring cell
where the microparticles are magnetically captured onto the surface of an electrod e. After






