








Test Method for Analyzing Bacterial Endotoxins

This test method is used to detect or quantify endotoxins in sterile medical and cleanroom gloves

1. Scope
1.1 The test method is a kinetic turbidimetric method used to detect or quantify Gram-

negative bacteria using Limulus Amoebocyte Lysate (LAL) from horseshoe crab 
(Limulus polyphemus or Tachypleus tridentatus).

1.2 The average contaminant concentration will be reported in endotoxin units per device 
(pair)

1.3 This procedure is an overview of the Kimberly-Clark Internal procedure
1.4 The safe and proper use of gloves is beyond the scope of this test method
1.5 This test method does not purport to address all of the safety concerns, if any, 

associated with its use. It is the responsibility of the user of this Test Method to 
establish appropriate safety and health practices and determine the applicability of 
regulatory limitations prior to use.

2 Referenced Documents
2.1 U.S. Pharmacopoeia USP 24 NF 19, Second Supplement, Bacterial Endotoxin Test.
2.2 ASTM D7102-10 Standard Guide for Determination of Endotoxin on Sterile 

Medical Gloves.

3 Apparatus
3.1 Microplate reader
3.2 Computer and windows software
3.3 Hot air oven capable of 250C
3.4 Refrigerator capable of 5C
3.5 Freezer capable of -10 to -20C
3.6 Vortex mixer
3.7 Incubator capable of 180 rpm, 35C 
3.8 Timer
3.9 Micropipettor: single and 8 channel
3.10 Laminar flow hood
3.11 96 well flat bottom microplate, sterile, non-pyrogenic, individually wrapped
3.12 Sterile, non-pyrogenic pipette tips
3.13 Aluminum foil
3.14 Glass beaker 600 mL, 1000 mL
3.15 Glass tube
3.16 Pyrogent®-5000 test kit catalog N383 or N384 (BioWhittaker, Inc)
3.17 Pyrogenic-free water


