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Bioburden Study
3 lots/10 samples/lot

Determines inherent level

of bioburden

Sterility Validation Dose
100 units irradiated at a sublethal

dose. Dose is based on bioburden

level and an SAL of 10-2.

Sterility Testing
100 units from above step tested for

sterility. To continue must have < 2
positives.

Quarterly Audits
Adits performed to check

bioburden and sterility at the

the validation dose.

Irradiation
Product is irradiated at a

predetermined minimum

dose. The actual dose is

verified with dosimeters.
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Definitions:

Bioburden: population of viable microorganisms on a product.

Sterility Assurance Level (SAL): probability of a viable organism being present on a product

unit after sterilization. Expressed as 10-n. A SAL of 10-6 is the probability of one non-sterile

unit in one million.

Dosimeter: device which can be used to measure the absorbed dose in a given material.

ANSI/AAMI/ISO 11137-2006
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