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USP 37, General Chapters: <1035> BIOLOGICAL INDICATORS FOR STERILIZATION
FPUTE=RIWT =S WhED (ERE) AEFEY, EMFR) BRSO TIRER.

USP 37, Monographs: Biological Indicators for Moist Heat, Dry Heat, and Gaseous
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USP 37, Monographs: Biological Indicators for Ethylene Oxide Sterilization, Paper
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ANSI/AAMI/ISO 11138-1:2006, Sterilization of Health Care Products-Biological
Indicators-Part 1: General Requirements
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5.3 Inoculated carrier
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Table 1: Ethylene Oxide Resistance of Mesophilic Spore

Organism Population D-value (in minutes)
Bacillus atrophaeus 2.7 % 10° 3.8
Bacillus subtilis 5230 2.4x 10° 29
Bacillus cereus 3.5x 10° 2.0
Bacillus pumilus 3.0x 10° 3.7
Bacillus thuringiensis 3.1x 10° 1.6
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Table 2: Resistance of Bacillus atrophaeus Strips Inoculated with Another Organism

Bl configuration D-value (in minutes)
Bacillus atrophaeus only 3.8
Bacillus atrophaeus inoculated with 10° Bacillus cereus spores 3.9
Bacillus atrophaeus inoculated with 10° Bacillus subtilis 5230 spores 39
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