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ADX The EUROIMMUN ELISA T w
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_ Beta-Amyloid (1-40) | Beta-Amyloid(1-42) Total-tau

Sample dilution 1:21 No predilution No predilution
Sample volume 15 pl diluted sample 15 pl 25yl
Sample 3h 3h 3h
incubation

conjugate 30 min 30 min 30 min
incubation

substrate 30 min 30 min 30 min
incubation

Results in one day

Lyophilized calibrator
Stability at RT

Ready-to-use generic reagents
Buffers limits absorption to recipients



ADX Transfer manual test procedure to
: 288
different analyzers
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Intra-assay variability
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ADX Performance evaluation: multicenter study
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Location Principal
Investigator

us

Europe

References
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Philadelphia L. Shaw

St. Louis A. Fagan
Belgium S. Engelborghs
France S. Schraen
Germany M. Otto
Sweden K. Blennow

The Netherlands C. Teunissen
ADx
EUROIMMUN



ADX Performance evaluation:
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(versus overall mean)

% BIAS can be improved by
stabilized CSF
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ADX Quality control

External quality control programs Internal quality control
« AAQC e Kit controls - Run validation
 INSTAND * Quality Control Panel

e Validation
* Training

* Long-term QC



A Dx Quality control panel: the preparation S 008
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Impact on concentration by inclusion of additives and lyophilization is minor.



ADX Quality control panel: stability TS e
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Samples with additives, lyophilized

AB 1-42 [pg/ml]

The method to prepare the CSF samples will result in long(er) term stability.
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ADX New developments RN

Regulatory status m Round Robin
CE CSF X

AR1-42
Prototype Plasma
AR1-40 CE CSF X
Prototype Plasma
Total Tau CE CSF X
AR1-38 Development phase  CSF
Prototype Plasma
ApokE(4) Prototype CSF
plasma

pNFH, BACE1

Total offering solution

Technology: ELISA

Test procedure: manual testing & automation
CSF-like proficiency panel

If possible, integration in QC programs/Consortia
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Prototype Development Validation Registration Market integration

ADx N

EUROIMMUN
_N—

Strong partners — more to come...

Euroimmun AG Seekamp 31 D-23560 Luebeck (Germany), contact: b.brix@euroimmun.de
ADx Neurosciences Technologiepark 4 9052 Gent (Beglium), contact: hugo.vanderstichele@adxneurosciences.com
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