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Introduction

Gold standard for diagnosing Alzheimer’s disease (AD)
pathology in clinical practice is a positive amyloid pet scan or
abnormal CSF biomarkers. These procedures are costly,
inconvenient, and/or not widely available.

Plasma-based biomarker tests that predict amyloid positivity
could aid in clinical decision making in early symptomatic
phases of Alzheimer’s disease and other dementias.

PrecivityAD™, a first-generation plasma biomarker test
produced by C,N Diagnostics, reports the probability of amyloid
positivity derived from a regression equation that includes the
plasma AB42/40 ratio, age, and APOE genotype.

* An AUC-ROC of .90 and overall accuracy of .86 reported
(West et al., Molecular Neurodegeneration 2021;16:30.)

* Amyloid positivity probability score categorized as
High, Intermediate, or Low. Intermediate score requires
further testing.

Objective

To evaluate the ability of PrecivityAD ™ to predict AD pathology
and 2-year disease progression in clinical practice.

Methods

Setting: Academic memory clinic staffed by two neurologists
and a Physician’s Assistant

Eligible Participants: Patients with mild symptoms undergoing
initial assessment with

e MMSE > 22
* CDR global score<1

* A presumptive diagnosis of subjective memory complaint,
mild cognitive impairment (MCl), or probable AD

Consensus clinical diagnosis following NIA-AA criteria assigned
prior to obtaining PrecivityAD™ result

Results of subsequent confirmatory amyloid testing recorded
and compared to PrecivityAD™ score predictions

Logistic regression use to assess probability of disease
progression over two years by PrecivityAD™ amyloid
probability score
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Results
83 patients enrolled from November 2023-May 2024

Mean MMSE 26.7 £ 2.7

43% MCI, 11% early AD, 6% other dementia, 32% subjective
memory complaint (SMC)

APS Probability Score not associated with initial clinical
diagnosis (Figure 1)

Table 1. Clinical Characteristics of Participants (n=83)2

Subjective
Mild Cognitive  Probable Memory Other
Impairment AD Complaint Dementia p

DEMOGRAPHIC CHARACTERISTICS
N 36 9 32 6
Age 71.4+6.7 68.6 +12.4 70.5 £ 8.7 72.8+7.7 .735
Sex (% female) 33.3 14.7 44.1 5.9 .519
Racial/Ethnicity (%) 148

Non-Hispanic White  83.3 88.9 90.6 50.0

Hispanic 5.6 11.1 3.1 33.3

African-American 5.6 0 0 16.7

Other 5.6 0 6.3 0
Years of Education 15.6+2.8 13.8+3.1 16.1 + 2.3 15.3+3.5 .169
CLINICAL CHARACTERISTICS
MMSE Score 26.5+2.2 22.7+2.0 28.5+1.6 24.5 + xx <.001
CDR-Sum of Boxes Score 2.5+1.0 3.9+2.0 1.2+0.7 3.5+09 <.001
Duration of Symptom 3.7+2.3 4.0+2.3 52145 40+1.7 .353
# of APOE e4 Alleles (%) 749

0 41.7 44.4 53.1 50.0

1 47.2 33.3 40.6 50.0

2 11.1 22.2 6.3 0
aMean = SD

Figure 1. Probability of Amyloid PET Positivity (APS) by

Clinical Diagnosis
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APS score not associated with progression

* 45 patients with SMC or MCI had follow-up visits
over two years

* 11 (24%) progressed to dementia

* Adjusted for age, APS score did not predict subsequent
progression (OR .., s low/intermediate aps=-28, 95% Cl=.22. 3.30,
p=.4.21723)

Low concordance with gold standard amyloid testing (CSF or PET)

Figure 2. PrecivityAD™ Probability Category in Patients Later
Found to Be Amyloid Positive (n=11)
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Conclusions

In this patient sample with mild symptoms seeking early
diagnosis and/or optimal treatment, PrecivityAD™ scores

were not significantly related to clinical diagnosis or probability
of progression.

Newer assays with higher published sensitivity and specificity
must be evaluated carefully in routine clinical care with varied
patient samples to demonstrate their utility in supporting
diagnosis and treatment decisions.
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Notes

The study was approved by the IRB. Patients gave informed consent for PrecivityAD testing and use of
group research data for presentations and publications.
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