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p 2Some considerations from the field

Identify the correct protein isoform

Standardization required
at different levels

Neurodegeneration
The need for protein profiles

Regulatory approval
From RUO/IUO > IVD

Context of use
- Diagnosis

(. . . early, differential, prognosis)

- Clinical trials
(. . . enrichment, follow-up, dose-adjustment)



p 3The core business of ADx Target
Protein

Antibodies
(monoclonal)

In-license immunization

Antibody pairs

Technology

Studies

Analytical
Validation

Clincial Trials Diagnosis

Clinical Value

Hallmarks

Therapy Target

Regulatory Approval

. . . from concept to value

. . . from research assay to commercial product
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BRAIN
PLAQUES

TANGLES

SYNAPSE LOSS

OXIDATIVE 
STRESS

INFLAMMATION

LEWY BODIES

Risk factors

Neurodegeneration: Proteins and Hallmarks

BLOOD
Aß1-42

Aß1-40

Aß1-38

TAU

Neurogranin TruncP75

CSF
Aß1-42

Aß1-40

Aß1-38

AßN

α-Synuclein

TAU

P-TAU181P

APOE4

Neurogranin TruncP75

BACE-1

Tau isoforms

BACE-1

The need for protein profiling (= multiplexing)

SNAP-25

NF-L

(p) NH-H

Pan APOE

Oligo-Synuclein

P-Synuclein

α-Synuclein

Oligo-Synuclein

P-TAU231P

(p) NF-H

CE

RUO

Research

APOE4 Pan APOE



p 5ADx INSIDE: THE ADx mAbs & ASSAYS FIT A BROAD 
RANGE OF TECHNOLOGY PLATFORMS

From         high-end Lab environments to        flexible POC Centers

inside



p 6Regulatory - Qualification

The need for regulatory approval Collaborative efforts required



p 7Standardization

Collaborations: Lund University (S), VUMC (NL) 

Automation = better precisionImproved SOPs collection & storage

Collaborations: University of Perugia, University of Leuven (B) 

Collaboration: IDDI (B)

Harmonization between studies

Reference materials needed



p 8Biomarkers and new applications

The need for  progression markers

CSF Aß ratios correlate better with Aß PET imaging



p 9Background slides

Commercial products from EUROIMMUN

Example of a validation report
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Commercial products



VALIDATION REPORTS


