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Why using ELLA for PK and ADA analysis ?

Bioanalytics

Assay development

Goal:  sensitive and specific

Assay transfer

Goal : robust and reproducible

Known advantages of the ELLA platform

e Highly robust high degree of automation
* Fast 72 samples in approx. 2h

* Sensitive

* Low sample volume required 2.5-25ulL

* Multiplexing Up to 4-plex
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Principle of ELLA technology
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Selection of two assays to evaluate ELLA for PK and ADA

Human IgG quantification assay

Stubenrauch K. et al. ] Pharm Biomed Anal, 72, 208-215 (2013).

Cyno Immune complex ADA assay

Stubenrauch K. et al. ] Pharm Biomed Anal, 52(2), 249-254 (2010).

* Platform assays
* Long term experience
* Challenging to transfer
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Human IgG quantification assay

Stubenrauch K. et al. ] Pharm Biomed Anal, 72, 208-215 (2013).
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Standard curve comparison
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Comparison of ELLA and ELISA data for the
Human IgG quantification assay
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Ratio ELISA vs ELLA
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Cyno Immune complex ADA assay

Stubenrauch K. et al. ] Pharm Biomed Anal, 52(2), 249-254 (2010).
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Background signals of 32 blank serum samples

ELISA (AU)

0.31
[ J
0.2
[ J
..
—_—
0.11
: o
.. ..
[ J
P .... ...... °
0.0 - "
ELISA ELLA

Wessels et al., Bioanalysis (2019) 11(03), 153-164

Florian Neff, 5th EBF YSS, Bologna 2019

-30
m

20
>
E
M
c

10

0

Similar distribution A
No significant advantage of one
latform
N\l Y

[Cut point determination
multiplicative factor of

1.89 (ELLA)

\2.05 (ELISA)

~




Example 1: 19 Samples for MAB 1

ELISA ELLA
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All samples were detected identical for ADA

occurrence
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Conclusions

* Two pilot assays were succesfully transferred to the ELLA platform
* Consistent results across both platforms

* ELLA saves time, sample volume, and trouble-shooting during transfer

* Future Perspective

* Use of both assays in upcoming preclinical studies

* Extension of ELLA usage to other assays
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