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3. Describe activities taken when microbiological acceptance criteria are not met at control 
points.

In addition to these points, address the following:
1. You should minimally perform microbial limits testing at the initial stability testing time 

point.  Provide an updated stability schedule to reflect this testing.  
2. In the absence of historical data, you should perform quarterly microbial limits testing on 

stability batches for the first year of stability.  Following the first year, testing may be 
performed annually.  

If you choose to omit microbial limits testing for release, then remove the microbial limits tests 
and acceptance criteria from the drug product release specification.  Alternatively, you may retain 
a microbial limits specification for product release, but testing must be performed on  
drug product produced.  

Please submit a revised drug product release specification for whichever microbial limits testing 
alternative that you select.

Jessica Cole, PhD 14 January 2014
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Bryan Riley, PhD

Microbiology Team Leader Date
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