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Antibody 1 ELISA and Rapid Immunogenicity Assays

Dose Response Curves
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Comparison of drug depletion assay results with 2 normal human serum samples
found positive using immunogenicity assays in ELISA (top) and rapid assay (bottom)
formats for the detection of ADA to Antibody 1. The ELISA assay used 10 ug/mL
Antibody 1, while the rapid assay used 5 ug/mL of Antibody 1. HPC=high

Screening Cut-Points
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Antibody 2 ELISA and Rapid Immunogenicity Assays
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Comparison of screening results with 50 normal human serum samples
using immunogenicity assays in ELISA (top) and rapid assay (bottom)

formats for the detection of ADA to Antibody 1. Samples 21
and 41 were 1dentified as positive samples by both methods.

Evaluation of Positive Samples
with the Drug Depletion Assay
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positive control, LPC=low positive control, NC=negative control.
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Screening Cut-Points

Normal male (25), normal female (25), and
target patient (20) serum samples were
screened as three separate batches. Screening
cut-points were calculated for each population.
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Evaluation of Positive Samples
with the Drug Depletion Assay
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Comparison of Screening Results
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Comparison of Assay Formats

Target/Performance Parameter |ELISA|Rapid
Assay
Antibody 1
Limit of Detection of ADA (ng/mL)| 62.5 | 15.6
False Positive Rate (%) 4.2 6.3
Antibody 2
Limit of Detection of ADA (ng/mL)| 125 | 62.5
False Positive Rate (%) 5.9 6




