
SECTION 7

Validation, And Why Bother?

Remember that an official test method in USP, be it in a gener�
al chapter or a monograph, is considered validated.  However, it is 
often necessary to demonstrate that your particular product is suit�



able for use with the validated method.  Given that USP microbio�
logical testing is growth-based, it is necessary to demonstrate that 
test microorganisms can grow in the presence of your product fol�
lowing sufficient neutralization of the antimicrobial agent.

 



There was at least one circumstance where a polymeric an�
timicrobial agent was used in an ophthalmic product.  The analytical 
chemistry department developed a test for the agent that showed 
the concentration of the agent was almost absolutely constant over 
time.  However, over that same period of time, the chapter <51> 
test showed a steady decrease in efficacy.  Which test was correct?

It turns out they were both correct.  This polymeric agent ag�
glomerates over time, creating what could be thought of a molecular 
snowballs.  This meant that decreasing amounts of the agent were 
free to interact with the microorganisms.  The analytical chemistry 
procedure rst included a step that broke apart the snowballs.  Be�
cause the polymeric molecules had not actually broken apart, they 
were indeed still all present, thus the steady concentrations.  
 


