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22 |Enterobacter cloacae #1400 EU/mL 1% 1% 20% 22% 2% 5% 14% 118% 4%
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Chen, J., Low Endotoxin Recovery in Common Biologics Products.
Presented at PDA 8th Annual Global Conference on Pharmaceutical Microbiology,
Bethesda, MD, (2013).
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Sample Spike Dilution Measure

% =Endotoxin

O =Chelator
Reich J, et al. Biologicals 2016; 44:417-22.
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Work described in Case Study #3, “Use of Purified and Non-purified
HE Endotoxins in Hold-time Studies”, has shown that masking susceptibility
depends on the bacterial species and that culture conditions do affect the
Ew (g masking susceptibility of endotoxins. Additionally, this work demonstrated
that isolation methods do not alter the primary structure of the lipid A
RIFETUHY profiles (i.e., lipid A profiles from NOEs are similar to their highly purified
counterparts); however, the supramolecular structures of endotoxin may
R B & be influenced by the preparation method. (PDA Technical Report No.82)
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