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Results

1. Chromatograms show impurities associated with the ionizable lipid MC3| 3. The impurities did not significantly affect the
are detectable in siRNA-LNP product. physicochemical properties of siRNA-LNPs such as particle
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2. The impurity peak at retention time ~7 min is likely attributed to the 4. The impurities did not significantly affect the cell viability

ketone form of MC3 based on LC-MS/MS data, which accounts for 2.02,
7.45, and 0.8% in vendors 1,2, and 3, respectively based on LC-CAD.

or target gene/protein knockdown in HepG2 cells. The
immunogenicity studies with 30 nM siRNA also show no
significant difference among different MC3 vendors in
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Conclusion

The impurities in the ionizable lipid despite being transferred to the This project is funded by U.S. Food and Drug Administration
product did not show significant effect on the physicochemical properties (FDA) contract number: 75F40123C00118.

of siRNA-LNPs other than the thermal behavior. The main impurity is Disclaimer: The views expressed in this poster do not reflect
attributed to the ketone form of MC3, which did not show any significant the official policies of the U.S. FDA or the U.S. Department of
effect on the in vitro performance of the siRNA-LNPs at levels up to 7.45% Health and Human Services.

but showed minor trends in IL-6/ TNF-a elevation.
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