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SCOPE 
 

The scope of this validation addendum is limited to documenting the operating characteristics of the 
method for the detection of IgG specific to SARS-CoV-2 Spike protein in human serum at the  
sample dilution.  All sample test results will be used for assay validation purposes only and will not be 
included in the analysis of any clinical trial or epidemiology study.  The assay and data are not designed 
for medical or diagnostic purposes. 
 
STUDY OBJECTIVES & DESIGN 
 
Study Objectives 
 
For the assay under evaluation, the objectives of the validation addendum experiments were to:  
 

 
Plate Layout 
 
The following sample types were analyzed in each validation addendum run: 
 

 
An example of the typical plate layout is provided in Figure 1. 
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Table 2 
Experimental Design 
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Figure 4 
Precision Profiles 
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Figure 5 
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Attachment II  
QCS Antibody Concentrations (AU/mL) 
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Attachment III  
Standard Curve and QCS Summary 
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Attachment IV 
Precision Antibody Concentrations (AU/mL) 
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Attachment V  
Antibody Concentrations (AU/mL) and Dilution Bias per -Fold Dilution for Dilutional Linearity 
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