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Introduction

This implementation guide describes the minimum procedures necessary for a medic@orator
determine total analytical error (TAE) for quantitative measurement pr

on evaluating TAE, see CLSI document EP21.*

Several terms and abbreviations used in this implementation guide—and other
careful attention and understanding because of their similarity and thegagy i
in other sources. They include:

- Total analytical error (TAE): a measured and calculated gqu
with the examination (analytical) phase of testing.

- Allowable total error (ATE): an error goal set by the labor3 htions, ATE might be
abbreviated as TEa (ie, total error allowable).

- Total error (TE): includes errors from preex

NOTE: Laboratories and commercial manu
implementation guide.

What Is Total Analytical Error?

TAE is an estimate of error in the

ent procedures provide accurate results. In order to do so, they must both be
hown in the figure below.
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TAE estimation is started

y

ATE goals and limits are set

Y

Candidate and comparative
measurement procedures are

selected
Was the didate me. procedure

goal met? is not . ble
T—

Patient samples are selected

Number of replicates are : Candidate measurement proce
determined is acceptable

Samples are tested Results

Data are analyzed

Abbreviations: ATE, allowable total error; TAE, total analytica
Preparing for the Stud

The ATE goal and limits
result that will not lead [ 3 medical decision, or otherwise cause an adverse outcome?”

ftablished criteria for defining the ATE. The laboratory director
e test results will be used If the measurement procedure has

entage units. The ATE limits should be symmetrlcal (eg, + 0.4 mg/dL or £ 20%).
dditional information on selecting ATE limits.

The minimum study pr should include:

rocedure for which the performance characteristics are being evaluated for suitability

for clinical use.)

— One reagent lot
— One instrument system

— One calibrator lot
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