Job Aid 1: Uncertainty Hierarchy 1>0>v2 Practical Suggestions for Gaussian Distributions (Normal and Log-normal)
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Initial Verification » PT peer data or QC interlaboratory data
* Use total imprecision from CLSI EP15-A2 5x3 design Hpias= Vv (R|\/|S.bias2 + Hoeer groupZ)
atotalz = awithin-runz + abetween-runz = azwithin-laboratory where aZ is the variance and a is the SD
OR SDpeer group/\/nparticipating laboratories
* Collect over 30 QC data points (i.e. month) during the verification experiments, = Mpeer group
Continue to evaluate until long-term can be established
Long-term Verification A > RMS _ V(ZBlaS )
Utilize a top-down approach using long-term SD or CV data (i.e. your internal QC data over six months). (] blag —
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events (e.g. maintenance, reagent and operator changes), the observed measurements probably reflect
the uncertainty from the calibrator materials. If you are unable to incorporate p,,,. , then focus on the p If your PT provider reports L,
at the cut-off levels, reference intervals, or the difference between serial results needed for patient then replace Ppeer group With Hpes

management.



