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1.0 Purpose 

This SOP describes the incubation procedures of Biological Indicators (Bl) to determine the 
efficacy of sterilization cycles. 

2.0 Scope 

This procedure applies to Process Analytics personnel who will perform incubation procedures. 

3.0 Authority and Responsibility 

3.1 The Director, Process Analytics (PA) has the authority to define this procedure. 

3.2 PA is responsible for training on this procedure and documenting this training to 
Biopharmaceutical Quality Assurance (BQA). 

3.3 PA personnel are responsible for the performance of this procedure. 

3.4 BQA is responsible for quality oversight of this operation. 

4.0 Biological Indicators (BI) Incubation 

4.1 The requestor will submit BI’s and controls to PA for incubation. 

4.2 BI’s are incubated according to the manufacturer’s recommendations for temperature. The 
incubation duration is at minimum the Manufacturer’s recommendations. This allows for 
prolonged incubation over non-working days, i.e., weekends, holidays, etc. 

4.3 After BI’s have been processed, samples must be submitted to PA for incubation within 4 
hours. 

 

 






