
FAQs for B/F 

Q:  What is the purpose of a B/F test? 

A:  The purpose of a B/F test is to act as a validation to the sterility 
test.  It demonstrates that the sterility test system is capable of 
growing microorganisms if they are present and that there are no 
substances present that may inhibit growth resulting in a false 
negative report in a sterility test. 

Q:  What is the TAT for B/F? 

A:  Typical turn around time is about 9 days.  STAT tests are processed ahead of standard tests and 
usually take about 7 days to complete 

Q:  How many samples are needed for a B/F test?  

A:  For medical devices, 6 samples are needed for single analysis, 12 for duplicate analysis.  For 
membrane filtration, we need the volume equivalent used in the sterility test for each organism.  So if 
20 samples are tested in a sterility test, we need 60 for single analysis for the B/F test, 120 if double 
analysis is done.  If 40 are tested for sterility, we need 120 (single analysis) or 240 (double analysis) for 
B/F testing. 

Q:  How often do I need to perform a B/F test? 

A:  The B/F test is a validation.  So it is only required to be performed once, unless there is a change to 
your product.  Things like changing a raw material, or a processing step would require a new B/F test. 

Q:  Do my B/F samples need to be sterilized? 

A:  B/F samples need to be exposed to the same conditions that your product sterility samples will be 
exposed to.  So if the sterility samples have been sterilized, then the B/F test samples also need to be 
sterilized. 

Q:  What does it mean when my B/F fails? 

A:  It means that the test system was insufficient and inhibitory.  A retest must be performed with 
alterations to the test system.  These alterations may include, increasing the volume of media, adding 
neutralizers to the media, increasing rinse volumes or numbers (for membrane filtration) etc.  If your 
sterility test was being performed at the same time, then the sterility test is also invalid and must be 
repeated.  

Q:  Can I have my B/F test done at the same time as my sterility test or maybe after the sterility is 
done? 

A:  Yes, however you run a risk of having to repeat testing if the product is found inhibitory.  Many 
companies choose to run B/F testing concurrently or upon completion of the sterility test.  If the B/F test 
fails, then not only must the B/F test be repeated under a different test system, but the sterility test 
results are also invalid and new samples must be tested.  This can be very expensive.  Nelson 
Laboratories always recommends completing a passing B/F test before beginning any sterility testing. 

 


