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Introduction
Injectable preparations must be free of bacterial endotoxins.

While the Limulus Amebocytes Lysate (LAL) cartridge test remains the gold standard,
recombinant alternatives (Recombinant Factor C (rFC) or recombinant cascade reagent
(rCR)) offer new possibilities. Y,

Materials and methods \ m I
000000000006 All three techniques meet the established analytical criteria
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To compare these 3 assays by taking into account their
& analytical and environmental performance, as well as
their productivity and practical effectiveness

Techniques Type Conditions Animals oogggggggggg
rFC2 Plate Optimal or unfavorable* Bovine Serum Albumin 888%%%%%8888 Techniques rFC rCRp
00EEEEEEOEEE rCRC LAL
Plate (rCRp) Optimal or unfavorable* gggggggggggg .
rCR® @ Conditions Optimal Unfavorable Optimal Unfavorable
Cartridge (rCRc) Not applicable
LAL® Cartridge Not applicable Horseshoe crab blood Color -- - -
*Optimal = Full plate (21 samples) and Unfavorable = one sample per plate o
ahioMérieux, PCharles River MB (%) 65 51 78 64 89 61

Comparison USing the RGB method? - Spike recovery Plate filling optimization :
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- Coefficients of variation 200000000000 800000000003 L
Diff bet th 000000000000 000000000000 E:E
Results obtained from - DITIerence BEtWeen te 000000000000 000000000000 =
measured and expected 000000000000 > 888888888888 o

experimental data (using endotoxin concentrations
‘ lipidic or non-lipidic parenteral
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nutrition samples) and Optimal = 21 samples /21 Unfavorable = 1 sample /21 reduce prepa ration time
literature sources \__ 3 minutes/ sample 60 minutes/ sample (5 minutes/ sample) J
il
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Allows the evaluation of analytical method /m . .
* Necessity to reduce reliance on

based on 3 main criteria : i T Preparation and
. . .. - Animal mortality A A i
it animal-based resources
Analytics, Environment, Productivity - Reagent and ener analysis time rCRc technlque is the most

""" (-);I;r-aIl-p-e-rf-o-rrTn;;\;;;- ainiaial consumption - Fz'tsﬁ:g‘;fit::‘zs balanced based on the * Importance of optimizing plate filling
evaluated performance * Accounting for waste generated and

Color + Brightness (MB) / th t of Ivsi |
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