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THE SCIENCE OF WHAT'S POSSIBLE."

INTRODUCTION

o Peptide therapeutics are an emerging group of pharmaceuticals applicable to a wide range of medical challenges.

« These peptide drugs exhibit relatively low toxicity and high biological activity compared to most conventional drugs.

e« Chemical synthesis is one of the most common method of production for synthetic peptides

o While the low toxicity of these drug products makes them more appealing as therapeutics, the impurities introduced during chemical synthesis of these peptides demand through characterization procedures to maintain efficacy and safety of the drug.

« The conventional synthetic peptide impurity profiling methods are mostly LC-optical-based assays relying on chromatographic separation of impurities.

o Even at optimal chromatographic performance, obtaining baseline resolved peaks for optical detection of low abundance impurities is a challenge. Adding HRMS to the analysis resolves this by improving the detection and identification of low level impurities based on the accurate mass and MS/MS information.
« LC-MS based monitoring of impurity profile provides both accurate mass and relative abundance information that benefits process development and quality control.

e In this study, we have developed LC-HRMS-based analytical workflows for characterization and impurity profile monitoring of synthetic peptide drugs.
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