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INTRODUCTION

For many years, there was ongoing debate over which type of endotoxin—naturally occurring endotoxin (NOE) or standard endotoxin (CSE/RSE)—was most suitable for use in LER (low endotoxin recovery) hold time studies. This debate ultimately led to the decision, as

reflected in PDA TR82, to standardize the use of CSE and RSE, despite not fully considering the potential differences between various CSEs. In this study, we analyze the differing behaviors of several CSEs (and RSE) across a range of matrices relevant to the
biopharmaceutical field.

CONCLUSION: THE USE OF CSE AND RSE IN LER HOLD TIME STUDIES WAS INITIALLY DRIVEN BY THE NEED FOR STANDARDIZED EXPERIMENTAL RESULTS, BUT WHILE RSE ISA PRIMARY STANDARDS WITH SPECIFIC REGULATORY
REQUIREMENTS, CSEs ARE SECONDARY STANDARDS LACKING UNIFIED REGULATIONS, WHICH MAY IMPACT THE CONSISTENCY AND RELIABILITY OF LER STUDY OUTCOMES.
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