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Inter and intra lot reproducibility of Biological Indicators (BIs) is
enhanced by processing techniques to remove debris from spore
suspensions prior to the production of Bls.
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Table 1
SGM Biotech, Inc. Company 2

Lot™ D-value Lot" D-value
BST-203P 2.0 1 119
BST-208P 20 2 139
BST-216P 2.0 3 129
BST-221P 2.0 4 15
BST-222P 20 5 23
BST-232P 22 6 18
BST-235P 23 7 15
BST-239P 20 8 19
BST-246P 23 9 19
BST-251P 24 10 15
BST-255P 1.9 11 19
BST-256P 1.9 12 22
BST-262P 20 13 15
BST-273P 1.7 14 18
BST-275P 2.0 15 24
BST-279P 20 16 16
BST-281P 2.0 17 15
BST-284P 1.8 18 139
BST-286P 1.7 19 1.0%
BST-288P 13 20 129
BST-289P 2.1 21 07
Average D-value 20 Average D-value 15
Highest 2.4 Highest 24
Lowest 17 Lowest 07
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D-value Distribution Comparison
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Figure 1 Figure 2
Statistics SGM Co.2
Minimum 1.70 0.700
Maximum 2.40 240
Mean 2.00 1.58
Std. Deviation 0183 0436
Std. Error D.0399 0.0851
Lower 95% Clofmean | 1.92 1.38
Upper 95% Clof mean | 2.09 177
Coefficient of variation 9.13% 27.65%
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