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A CEX-HPLC Method with pH Gradient Further Optimization Reproducibility and Robustness Specificity
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Conclusions and Next Steps
f‘?;f" Our team successfully established a CEX-HPLC method to characterize the distinct distribution of isoelectric points of polyclonal antibody drugs. The method reproducibly generates a fingerprint-like
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“eeoe of similarity in the future, this method can be validated for application in a cGMP environment, serving as an identity verification assay for the manufacturing of recombinant pAb therapeutics. This method
-~ ® promises to be an essential tool for ensuring high quality and population consistency across batches.
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