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PPD Approval 

PPD Project: RPPF 

PPD Report Title: Addendum to the Validation of an ELISA Method for the 
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This validation addendum plan has been reviewed and approved by the undersigned. 
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Note:  Analyst(s) performing these experiments are stating that she/he has read the document, has 
had an opportunity to ask questions on the design of the plan and understands the 
expectations before performing the work by signing electronically in eSheet. 

  

  

   

  

  
   

    
     

  
  

 

    
      

  
  

 

    
     

 

 
   

   
    

     

 

FDA-CBER-2022-1614-1790771



PPD 
Validation Plan Addendum 1 
VSDVAC 65 V1.01 

RPPF: Addendum to the Validation of an ELISA Method for the 
Detection of IgG Specific to SARS-CoV-2 Spike Protein in Human 

Serum   
Page 3 of 15

PPD QA Review 

PPD Project: RPPF 

PPD Report Title: Addendum to the Validation of an ELISA Method for the 
Detection of the IgG Specific to SARS-CoV-2 Spike Protein 
in Human Serum  

          

   
Signature/Date 

          

  

    
     

 

(b) (6)
(b) (6)

FDA-CBER-2022-1614-1790772



PPD 
Validation Plan Addendum 1 
VSDVAC 65 V1.01 

RPPF: Addendum to the Validation of an ELISA Method for the 
Detection of IgG Specific to SARS-CoV-2 Spike Protein in Human 

Serum   
Page 4 of 15

Sponsor Approval 

Client: Moderna 

PPD Project: RPPF 
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This validation addendum plan has been reviewed and approved by the undersigned. 

Exception: 
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Validation Addendum 1 
 

Addendum to the Validation of an ELISA Method for the Detection of IgG Specific to 
SARS-CoV-2 Spike Protein in Human Serum     

 
Introduction 

A proprietary serological method, “An ELISA Method for the Detection of IgG Specific to SARS-
CoV-2 Spike Protein in Human Serum” was developed and has been qualified by PPD® 
Laboratories, in Richmond, Virginia, USA.  The qualification of this new method was conducted 
under PPD Project Code “ROQP2”[1].  
 
At the request of Moderna, the PPD proprietary serological method, “An ELISA Method for the 
Detection of IgG Specific to SARS-CoV-2 Spike Protein in Human Serum” was validated by 
PPD® Laboratories, in Richmond, Virginia, USA.  The new method, VSDVAC 65[2], was 
finalized to version 1.00 after validation.  The current version of VSDVAC 65 is Version 1.01.  
The client specific validation of this method was conducted under PPD Project Code “RPPF”[3].  
 
The purpose of this plan is limited to assessing the equivalency of plate preparation using the 

 product and subsequent stability of the prepared plates for the SARS-CoV-2 Spike 
Protein IgG Assay at PPD Richmond, VA.  The current procedure limits operational efficiency by 
only allowing plate coating to   The plate is then blocked for 
approximately   The  product will allow  

 
  This 

experimental plan will be conducted under PPD Project Code RPPF following method VSDVAC 
65 V 1.01.  
 
If additional experiments not covered by the original plan are required, an addendum to the plan 
can be written.  A plan amendment documents an intended change to the plan after the evaluation 
was initiated.  Amendments and addenda to plans must be approved at the same levels as the 
original plan or higher.  Any exceptions to this plan will be evaluated to determine if an Event is 
required per SOP-GQC-42, Quality Event Management. 
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Reference Standard and Critical Reagents 

The following reference standard and critical reagents will be used during this validation 
addendum: 
 
Compound Purpose Source Lot Conc. Exp. Date Storage 

Conditions 
SARS-CoV-2 

Spike S2P 
Protein 

Goat Anti-
Human IgG 

Antibody, HRP
Conjugate 

 Human 
Serum 

Note: If the content of the Certificate of Analysis differs from this plan, updated information will 
be included in the final report. Any changes to the lot of reagent will be included in the 
reagent qualification statistical report.  
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Experimental Design 
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Table 2.   

 
Table 3.  
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Figure 1: Proposed Plate Map for  
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Figure 2: Proposed Plate Map for  
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Data Validity 

All analysis will be performed following method VSDVAC 65, v1.01, with the following 
exceptions: 

 
Analysis Plan 
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Expectations  
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Records Retention 

All raw data, documentation, records, Validation Plan Addendum plan, and the final statistical 
report generated in support of this project will be archived in the storage facilities of PPD 
(Richmond) or at another approved site according to approved PPD SOPs following completion 
of this project. 
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Appendix A 

Reagents and Chemicals 

Materials and Equipment 

Reagent Preparation 
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