CLINICAL AND
// LABORATORY

STANDARDS

INSTITUTE.

D ESTABLISHMENT GUIDE @
CLSI EPO6 EG: Developer Validation o

Linearity

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo




Developer Validation of Linearity
Establishment Guide

EPO6-Ed2-EG

Introduction

This establishment guide describes the minimum procedures necessary for a developg
manufacturer or a laboratory-developed test developer) to validate the
procedure’s analytical measuring interval (AMI). For additional informatio
EPO6.:

NOTE: This protocol to validate linearity can be used only when the measureme
quantitative numerical results. CLSI EPO6-EG is not intended for qualjias

established linearity performance claims made by a develope

What Is Linearity?

A measurement procedure is linear throughout a
proportional to the true values of the samples. In
line) are linear and proportional through the
be depicted in the following equations:
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What Is the Linearity Interval?

The linearity interval is the range of values (low to high) that falls on a straight line. In the graph above,
test 3 (yellow line) is linear only up to a value of 12. Then, the values begin to fall below the straight line. In
this case, test 3 is linear from 1 to 12; therefore, its linearity interval is said to be 1 to 12. The lowest value
shown to be linear is called the lower limit of the linearity interval (LLLI), and the highest value shown to be
linear is called the upper limit of the linearity interval (ULLI). A measurement procedure is said to be linear
when the procedure is linear throughout its stated AMI.

Validation of the Linearity Interval

The linearity interval validation process is outlined in the figure below.

Need to establish (validate)
linearity interval is identified

Design factors are considere *

Linearity interval goals are
est?’
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Sam  sare prepared

Operator anu ~ readiness
are con

“amples are tested

Test and QC .esults are examined
and confirmed as correct

Results are tabulated and checked
for outliers

Data are plotted, imprecision is
evaluated, and regression is
calculated

y

Data point % deviation is compared

with the ADL

Linearity interval performance
claim is determined

Abbreviations: % deviation, deviation from linearity calculated as a percentage; ADL, allowable deviation from linearity; QC, quality control.
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