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Bacterial Endotoxin/
LAL Testing

Endotoxins are the most common pyrogen found
in medical devices and can pose a significant
risk to patients if left undetected. High levels of
endotoxins can enter the bloodstream through a
medical device, causing adverse reactions such
as hemorrhagic shock, diarrhea, meningitis, fe-
ver, altered resistance to bacterial infection, rapid
drop in blood pressure and numerous other
severe biological effects.

LAL Testing Panel

e Kinetic Chromogenic: Using the kinetic
chromogenic test, a sample is mixed with
lysate. In the presence of endotoxins, the
lysate reacts with the endotoxin, resulting
in a chromophore release from a chro-
mogenic peptide. The onset time needed
to reach a predetermined absorbance
of the reaction mixture is recorded by a
microplate reader. The endotoxin content
in of the sample is calculated in consid-
eration of the corresponding data from a
predefined endotoxin standard.

The Bacterial Endotoxin Test, or Lumulus Ame-
bocyte Lysate (LAL) Test, quantifies endotoxins
that are part of the cell wall of gram-negative
bacteria. Performed as a lot release test, the
Bacterial Endotoxin or LAL Test assesses medi-
cal devices coming in contact with cerebrospinal
fluid or the cardiovascular system.

Any device that comes in direct or indirect con-
tact with intravascular, intralymphatic, intrathecal
and/or intraocular systems, must undergo Bacte-
rial Endotoxin testing to confirm the device’s en-
dotoxin content is below the device specification.

¢ Gel Clot: Equal amounts of test sample

Choose Eurofins Medical Device and lysate are mixed in a tube and incu-
Testing to help you: bated. After incubation, the tube is invert-
ed. If endotoxin is present, the solution
e Understand Bacterial Endotoxin/LAL will clot, and the gel will remain at the
Testing bottom of the tube.
e Meet regulatory requirements for USP
Chapter <85> and <161> e Kinetic Turbidimetric: Using the kinet-
* Select the most appropriate method for ic turbidimetric test, a sample is mixed
your specific device with lysate. In presence of endotoxins the
* Ensure the safety of every lot released turbidity of the sample mixture increas-

es. The onset time needed to reach a
predetermined absorbance of the reac-
tion mixture is recorded by a microplate
reader. The endotoxin content in the
sample is calculated in consideration of
the corresponding data from a predefined
endotoxin standard.

Reference Methods
Our testing methods follow the most current
requirements outlined in:

e ANSI/AAMI ST72

e USP/NF <161> and <85>

e PhEur2.6.14. Method A, Cand D
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