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In certain embodiments, a method for validating the human visual inspection process or an optical
analysis instrument for use with biological particles may include inspecting a standard particle solution using
the optical analysis instrument. The standard particle solution may include a known concentration of standard
particles suspended in solution with the standard particles having a defined size and shape distribution. The
standard particles may have a refractive index that is substantially similar to a refractive index of the
biological particles. The method may include assessing a concentration of standard particles in the standard
particle solution from the inspection. The method may include assessing a difference between the assessed
concentration of standard particles and the known concentration of standard particles. The method may

include modifying one or more parameters of the optical analysis instrument based on the assessed difference
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between the concentrations. The method may include assessing a detection efficiency of the optical analysis

instrument.
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In certain embodiments, a method for validating the human visual inspection process or
an optical analysis instrument for use with biological particles may include inspecting a standard
particle solution using the optical analysis instrument. The standard particle solution may
include a known concentration of standard particles suspended in solution with the standard
particles having a defined size and shape distribution. The standard particles may have a
refractive index that is substantially similar to a refractive index of the biological particles. The
method may include assessing a concentration of standard particles in the standard particle
solution from the inspection. The method may include assessing a difference between the
assessed concentration of standard particles and the known concentration of standard particles.
The method may include modifying onc or more parameters of the optical analysis instrument
based on the assessed difference between the concentrations. The method may include assessing

a detection efficiency of the optical analysis instrument.
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