Clinical Use of the Elecsys® pTau181 Plasma Test
A Primary Care Guide to Alzheimer’s Disease (AD) Testing

Alignment with specialists on an appropriate workflow for patient assessment, prioritization
and referral can streamline the patient pathway.

PHASE 1:
Patient Selection and

Pre-Test Assessment

INTENDED USE
POPULATION'

Adults aged 55+ presenting
with signs, symptoms or
complaints of cognitive
decline. NOT for predicting
development of dementia,
or therapy monitoring.

PATIENT EVALUATION

* Medical history

» Cognitive assessment
* Neurological exam

» Other core elements?

RULE OUT NON-AD
CAUSES?

* Investigate alternative
causes (e.g., medication
side effects, alcohol
disorder, sleep apnea)

* Routine labs (e.g., TSH,
vitamin B12, CBC, CMP,
CRP, infections) to
screen for alternative
causes

* Eventually structural
neuroimaging with
MRI/head CT

PRE-TEST
CONVERSATION®
Discuss purpose for testing,

positive and negative result
interpretation, the benefits and

limitations of the test, the need
for result confirmation and
clinical comprehensive
evaluation for final diagnosis,
and risks for insurance and
employment.

PHASE 2:
The FDA-Cleared Elecsys® pTau181 Plasma Test
and Interpretation

DISEASE PREVALENCE INFLUENCES
BIOMARKER PERFORMANCE

The predictive values of
a test vary according to
the pre-test probability
of amyloid pathology in
the patient population
tested. Results must be
interpreted in the
clinical context.

Triage rule-out tests, while
designed to have high
negative predictive value
(NPV), can have a relatively
lower positive predictive
value (PPV), especially in
low disease prevalence
(~13%).' Thus, positive test
results must be confirmed.

THE
CLINICAL
RULE-OUT CUT-OFF

0.722 pg/mL'

This threshold
categorizes results
and determines
next steps.

NEGATIVE RESULT' POSITIVE RESULT'

<0.722 pg/mL >0.722 pg/mL
. Increased likelihood
AD pathology unlikel
p(97 9%9,}"',\,) y of AD pathology
: (22.4% PPV)

Investigate non-AD
causes

Refer to a specialist for
confirmatory testing and
other investigations
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MANAGING NEGATIVE
RESULTS

Explain that the symptoms
are unlikely to be caused
by AD, and once the non-AD
reversible causes have
been excluded, the patient
can be further referred to
the specialist as needed
for investigations related
to other, non-reversible
causes of dementia

(e.g., vascular, FTD, LBD).*

COMMUNICATING
POSITIVE RESULTS

Interpret results in the
clinical context and with
awareness to comorbidities
which can influence blood
tests results. Explain that a
positive test result should
be further investigated to
determine whether the
amyloid pathology can be
a cause of cognitive
impairment."?

SPECIALIST REFERRAL*

Needed for definitive
positive amyloid
confirmation and for
additional, more
comprehensive evaluations
for final diagnosis and
specific therapy.

PATHWAY TO

TREATMENT*

Confirming amyloid
pathology with biomarker tests

(e.g., amyloid PET or CSF ratios)
by specialists is required to
establish eligibility for
FDA-approved anti-amyloid
therapies.
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