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TITLE 

Method Validation Report of SOP-0999: Determination of RNA concentration in­
- by IEX Chromatography with UV Detection 

mRNA-1273 LNP, mRNA-1273 DP 

1. Introduction

This report presents the method validation results of test method SOP-0999 for testing mRNA-1273
Lipid nanoparticle (LNP) and mRNA-1273 Drug product (DP). The validation was performed at the
Moderna Quality Control (QC) Laboratory following method validation protocol QC-MVP-0008,
Method Validation Protocol of SOP-0999: Determination of RNA concentration in ■■■■lby
IEX chromatography, and in accordance with the ICH Q2(R1) Guideline for Validation of Analytical
Procedures.

SOP-0999, Determination of RNA concentration in by IEX chromatography with UV
detection, is used to quantitate the mRNA content in mRNA-1273 LNP and DP.

Method SOP-0999 was validated according to QC-MVP-0008 using CX-024414 mRNA, mRNA-1273 
LNP, mRNA-1273 DP, -and the associated formulation buffers. 

The validation parameters of specificity, linearity, accuracy, precision (repeatability, intermediate 
precision), range, stability and robustness were evaluated, and the results are summarized in this 
report. 

2. Responsibilities

oe,,nm,tltl 
F'.11rictional Area R�spo��•l>lllty 

• Authors, reviews and approves validation protocols and reports .

Quality Control 
• Executes, reviews and approves executed data packages and data

summaries.
• Authors validation summary reports .
• Reviews and approves validation protocols, data summaries, and reports .

Quality Assurance • Ensures that validation documents are in alignment with Moderna
policies and regulatory requirements.

3. Documentation

3.1. All documentation, execution, and review of the work performed for this study was conducted
under current Good Manufacturing Practices (cGMP) as required by Moderna standard 
operating procedures. 

3.2. Draft analytical method SOP-0999 (version 0.2) was followed for this testing. Assay information 
was documented on draft FRM-0731 (version 0.3) and FRM-0732 (version 0.4). 

3.3. QC Analysts documented read and understand training on analytical method SOP-0999 and 
validation protocol QC-MVP-0008 prior to executing validation testing. Refer to -
documents TR-9620, TR-9621 and TR-9622 for the training records. 

CONFIDENTIAL - DO NOT DISTRIBUTE OUTSIDE OF MODERNATX, INC. WITHOUT WRITTEN PERMISSION. 
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