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Severe

(Stage 6)

Moderate

(Stage 5)

Mild 

(Stage 4)

Dementia due to Alzheimer’s Disease

MCI* due to 

Alzheimer’s 

Disease 

(Stage 3)

Asymptomatic 

(Stage 1 and 2)

No symptoms but 

biological changes 

may be occurring 

in the brain 

up to 20 years 
before symptoms 

start

Symptoms of 

cognitive decline 

appear

Symptoms 

interfere with 

some daily 

activities

Symptoms 

interfere with 

many daily 

activities

Symptoms 

interfere with 

most/all daily 

activities

MCI = Mild Cognitive 

Impairment is an early 

stage of memory loss or 

other cognitive ability 

loss that may develop 

into dementia

Alzheimer’s Disease is a Continuum



Physical Exam

‘

Biomarkers: 

Imaging & Fluid 

Analysis

How is Alzheimer’s Currently Diagnosed?

Cognitive 

Testing

There is no single test that can determine if a person is 

living with Alzheimer’s disease or another dementia.

Doctors use a combination of diagnostic tools combined with 

medical history to make an accurate diagnosis.

Neurological 

Exam



Biomarkers
A New Frontier in Detection, 

Diagnosis and Research

Positron emission tomography (PET) scan 

results aid doctors in diagnosing and treating 

memory conditions. There are FDA approved 

PET scans that measure amyloid and tau.

Magnetic Resonance Imaging (MRI) can help 

doctors rule out other symptoms that may be 

causing dementia symptoms, as well as track 

treatment side effects.

Cerebrospinal fluid (CSF) analysis can use 

to detect amyloid and tau in the CSF (taken by 

a lumbar puncture), which can be predictive of 

changes in the brain.

Blood tests can also be used to detect 

amyloid and tau in the blood. These tests are 

FDA approved for individuals with cognitive 

impairment.

Imaging

BEmerging 
markers

Fluid





Current Blood-based Biomarkers

FDA-Cleared

•Lumipulse G pTau217/β-Amyloid 1-42 

Plasma Ratio 

•Roche Elecsys® pTau181 (approved to 

rule out AD-related amyloid pathology in 

primary care)

Amyloid & Tau Biomarkers

•Aβ42/Aβ40 ratio 

•p-tau217 

•%p-tau217 

•p-tau181 

•p-tau231 

•MTBR-tau243 

Neurodegeneration

•NfL 

Glial & Inflammatory Biomarkers

•GFAP 

•sTREM2 

•YKL-40 

Genetics

•ApoE genotype 

Emerging/Exploratory

•Neurogranin 

•α-synuclein 

•Novel p-tau species (p-tau205, p-tau212)

Emerging Clinical Biomarkers

Next-Generation / Research 

Biomarkers



Early detection of 

amyloid plaques is 

associated with AD

• up to 10 yrs 

ahead of 

symptoms

Measures & 

calculates ratio of 

two blood plasma 

proteins:

• pTau217

• β-amyloid 1-42

Being used in 

Specialty Care

settings

For adult patients (55+ 

years old) exhibiting 

Alzheimer’s symptoms.

Only for people with

Alzheimer’s symptoms.

As per the FDA, this test 

is only intended for use by 

specialists.

Lumipulse pTau217 / ß-Amyloid 1-42 Plasma Ratio

LUMIPULSE BLOOD TEST
The first blood test to diagnose Alzheimer’s 

Disease cleared for use by the FDA!



The Alzheimer’s Screening & 

Prevention (ASAP) Act 
H.R.6130 / S. 3267



4 in 5 
Americans 

consider early 

diagnosis very 

important

4 in 5 Americans 

would want to know if 

they had Alzheimer’s 

before symptoms appear 

or affect daily activities

9 in 10 
Americans would 

want a simple 

test to allow for 

early treatment 

Americans Want Early Detection



A Mammogram Moment for Alzheimer’s

Brain changes from Alzheimer’s disease can begin up to 20 years before symptoms start.

THE BARRIER

Under current law, Medicare 

cannot cover screening tests 

for people without symptoms 

unless Congress first gives 

permission.

A legal barrier — not a 

scientific one.

THE PRECEDENT

When Congress permitted 

Medicare to cover routine 

mammograms, screening 

rates soared.

Earlier detection. Better 

outcomes.

THE OPPORTUNITY

Now Medicare needs the 

same green light for 

Alzheimer’s and dementia 

screening tests.



Questions? 



Thank You! 

Carter Harrison
Senior Director, State Regulatory & Legislative Affairs

Alzheimer’s Association / AIM

charrison@alz-aim.org  
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