SIOBURDEN AND STERILITY
TESTING OF MEDICAL
DEVICES



The device will go through bioburden testing to establish its microbiological load
after an approved technigque validation is finished. This device bioburden level is
frequently employed in sterilization validations to determine the potential
verification or sterilization dose required for a given device. Additionally, quarterly
bioburden monitoring is carried out as part of quality control to check whether the
microbial load on a device has changed.

When conducting a sterility test, it is crucial that the lab ensures the instrument is
truly sterile rather than releasing substances that can impede or even kill microbe
growth. Therefore, sterility testing has a suitability test much like bioburden testing
does. Bacteriostasis and fungistasis testing refer to the sterility appropriateness test.
Whether a device prevents the growth of bacteria or fungi, which could result in false
negatives during sterility testing, is determined by a bacteriostasis and fungistasis
(B&F) test. In order to conduct the test, media must first include the device before
being injected with less than 100 CFU of each of three separate organisms. The device
passes the B&F test and sterility testing can start if the three organisms can make the
media turbid.

Medical equipment sterility testing is often carried out utilizing media known as
SCDM (Soybean-Casein Digest Medium). The device is actually put into the medium.
Depending on the testing method selected, a different amount of sample is heeded,
but all require an incubation period of 14 days. After 14 days, the sample has failed the
sterility test if the media has become turbid.

MAKING THE UNKNOWN KNOWN...
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