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@ Abstract

Purpose: Streptavidin plates are a critical component of biomarker assays, bridging immunogenicity assays, and pharmacokinetic (PK)
assays that are performed with the use of MSD’s electrochemiluminescence MULTI-ARRAY® technology. MSD GOLD™ plates exhibit
consistent performance across lots and over time. These plates can be utilized in a wide variety of applications and with a wide variety of
biological reagents. In this study, we present a performance review of quality control results for multiple lots of MSD GOLD plates produced
over the last five years. We also tested over 40 different functional assays across multiple lots of plates. Our objective was to better

@ Uniformity Quality Control Results

Uniformity Measurements

Uniformity measurements are made by running whole plates with a constant amount of BTl at 0.2 pmoles of IgG. The mean signal and
coefficient of variation (CV) is calculated for each plate (intra-plate %CV) and across plates (inter-plate %CV). Mean intra-plate CVs must be
less than 6% with no plate having an intra-plate CV greater than 12%. The mean intra-plate %CVs from 220 lots tested between October 2010
and February 2016 are shown Figure 1a. The results for 7905 plates tested are shown in Figure 1b.

A total of 48 biomarker assays were tested across six lots of MSD GOLD Streptavidin plates. The assay format consists of a biotin-conjugated
capture antibody, calibrator, and SULFO-TAG-conjugated detection antibody. Mid-to-low calibrator levels were tested to demonstrate the utility
of the platform when working with low abundance analytes and the consistency of signals in the lower part of an assay’s dynamic range are
presented (Figure 3a). Similarly, the reproducibility of background signals and signal/background ratios are shown in Figures 3b and 3c,
respectively. The amount of capture antibody used for all assays was 0.30 pmol/well, which is the recommended binding capacity of MSD

@ Inter-Lot Reproducibility: Below and Above Binding Capacity

The binding capacity of MSD GOLD Streptavidin plates is 0.30 pmol/well, which equates to a biotin-conjugated capture concentration of
1.8 pg/mL when adding 25 pL to the well. To characterize the performance at different biotin-conjugated capture concentrations, a collection of
biomarker assays was tested using three different capture concentrations (0.60 ug/mL, 1.8 pg/mL, and 5.4 ug/mL). Each concentration was
tested across six MSD GOLD Streptavidin plate lots and the impact of capture concentration on signal is plotted in Figures 4a-4d.
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MSD Streptavidin Plate 3. Wash with PBS-T. Add 150 pL of Read Buffer T (2X). Read on MSD demonstrating the utility of the platform over several applications.
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