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About Exothera

Exotheto IS O tru.sted onalytigs partner, offering flexible, sca.lable, and regulatory-compliant Innate Immune Response Reporter Assay and dsRNA ELISA
analytical services across virus-based and RNA therapeutics. Whether part of a full CDMO . . .

project or as standalone services, our advanced analytical platforms support clients at every prowde complementa ry strategies for dsRNA Detection

stage, ensuring product quality, safety, and efficacy.
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How to leverage existing analytical tools for RNA vaccines applications
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Figure 4: Non-exhaustive examples of possible read-outs derived from Nanopore sequencing experiments using mRNA or saRNA samples. A. Orthogonal Figure 5 Overlay of two electropherograms corresponding to a linearized plasmid Figure 6 Electropherogram corresponding to a 9,000 nt
comparison of Nanopore sequencing and LC-MS analysis of mMRNA polyA tail length distribution suggesting normal distribution. B. Orthogonal comparison of (black peak) and control circular plasmid (blue peaks). This overlay allows to identify SaRNA. This experiment is an adaptation of an Agilent
Nanopore and HPLC for the analysis of mMRNA capping efficiency. C . And D. Integrity evaluation using Nanopore sequencing data for mRNA and saRNA the contribution of non-linearized plasmid in the linearized sample. The shown example application note and was performed with an Agilent
samples. corresponds to a linearization efficiency of 100 %. This experiment was performed with Fragment Analyzer system.
an Agilent Fragment Analyzer system.
HPLC for mRNA Characterization: Capping, Integrity, Aggregation, and Impurities Cell Based Assays: In vitro Expression Potency Assay (IVEPA)
HPLC represents another versatile analytical platform. lon-exchange, ion-pairing reverse IVEPA are essential for evaluating mRNA functionality, confirming MRNA integrity,
phase, size exclusion, affinity chromatography workflows allow to characterize many translation efficiency, and potency to ensure proper protein expression in a biologically
properties of MRNA products: capping efficiency, aggregation, integrity, impurities profiling relevant system.
(residual nucleotides, residual proteins). , , ,
Adapting IVEPA for Different LNP Formulations (DP)
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Figure 7: A. Capping efficiency assay strategy (adapted from Beverly et al.) and representative capping profile of mRNA DS sample. |  B. Size-exclusion . . . . .
profile of MRNADS | G. Integrity profile of MRNA by RP-HPLC ° reproducible in vitro expression analysis.

Conclusion

CONTACT POI quvengt Our integrated manufacturing and analytical capabilities ensure a streamlined workflow from mRNA
production to final release, meeting the stringent quality requirements for clinical and commercial
or applications. By utilizing the Ntensify™ mRNA platform and advanced analytical tools, we maintain the
integrity, efficacy, and compliance of mMRNA therapeutics at every stage. Our comprehensive testing panel,
combined with extensive orthogonal approaches, reinforces data reliability and provides a robust quality
control strategy, supporting the successful development and delivery of RNA vaccines.
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