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Table 1. Comparisons of FDA and 1SO test methods for the validation of biological indicators RIT
FDA® 1SO 11138-8*
Year originally published 1986 2021
Minimum number of Bls 100 units from each of 3 Bl lots 100 units from each of 3 Bl lots
required
Modalities Not addressed Moist Heat and Ethylene Oxide only
Required test vessel No requirement but “It is Resistometer meeting 1SO 18472°
preferable to run Bls in a device | requirements or “a sterilizer process
load” where all parameters are specifed,
controlled, and repeatable”
Required % positive 30-80% 30-95%
fraction negative results
Minimum correlation 297% 297%
between RIT and day 7
results
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Table 1: Results of the Reduced Incubation Time Study at 121° C

Biological Indicator # Positive # Positive .
Lﬁlt Number I Hon 7 Days Percent Positive®

S-234 54 54 100%

S-246 72 73 98.6%

S-269 67 67 100%

8278 45 46 97.8%

S-296 64 64 100%

S-302 57 57 100%

(M Acceptable protocol results require greater than 97% of the base number of biological indicators to test positive. This % 1s
calculated by using the number of positive biological indicators on day 7 as the base number (denominator data) and using
the number of positive biological indicators at 24 hours as the numerator.
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