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This presentation will focus on why internal validation is a crucial element in bringing a
new forensic DNA analysis method online, as well as why validation should be applied to
probabilistic genotyping software (PGS) prior to its implementation. Internal validation is
the accumulation of data that shows under what conditions a particular analysis method
(“SOP”) produces reliable results within a specific laboratory environment. This
importantly establishes the limits of an analysis method within the context of its intended
application. In the case of a PGS, these limits are separate from those of the CE instrument
that collected the source data and should therefore be thoroughly tested in an independent
internal validation. The details of the CA DOJ STRmix™ v2.8 validation will be shared as
an illustration of the structure of a PGS internal validation, as well as a demonstration of why
the limits placed on a PGS system are fundamentally different from those that might be
placed on a laboratory instrument and the need for separate consideration. The specific
elements of the STRmix™ v2.8 validation to be shared include establishment of pre-run
parameters (stutter ratios, analytical threshold, etc.), sensitivity and specificity studies,
precision and accuracy studies, and number of contributor (NOC) studies. Conducting
these internal validation studies specifically on the PGS system itself has benefits both in
terms of fully understanding its capabilities and limitations as well as proactively remediating

any observed issues in the performance of the system.
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