
End Product Testing Algorithm 
USP <797>

Do I Perform a Sterility Test? 

Is the CSP low-risk or medium-risk? 
YES      NO

Is the CSP high-risk? 
YES       

Has the finished CSP been autoclaved?
YES     NO

Is it prepared into 25 or more dose units? 
  NO     YES

No test indicated                                               Sterility Test Indicated* 

Is the CSP in multi-dose vials for use on multiple patients? 
YES

Do I Perform an Endotoxin Test? 
Follow the same algorithm unless the CSP is intended for topical ophthalmic 

or inhalation use.

* This algorithm only applies to CSPs (once completed) that have not been exposed to temperatures of :
 
 2-8 °C for 12 hours or longer 

 > 8 °C for 6 hours or longer. 
If exposed to these conditions, a sterility test must be conducted.  
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