User Verification of Linearity

Implementation Guide

EPO6-Ed2-1G

Introduction

This implementation guide describes the minimum procedures necessar,
a developer’s linearity interval claim. For additional information on veri
EPO6.

NOTE: This verification of linearity process can be used only when the measure
quantitative numerical results.

IMPORTANT NOTE: The study outlined in this implementation gug R i r 4 of CLSI
document EPO6* is not intended for use by a test developer tog Khe i ity interval
for a new commercial test or laboratory-developed test. Inste uld consult Chapters 2
and 3 of CLSI document EPO6! for guidance on establishing and ¥ interval. Laboratories

and commercial manufacturers are collectively referr plementation guide.
What Is Linearity?
A measurement procedure is linear throug [ RN average, are
proportional to the true values of the sa . test 1 (3¥&nge line) and test 2 (blue
line) are linear and proportional but gj [ es. Each line can be depicted in the following
equations:

Test1:Y=X

Test 2: Y =2X
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This concept of proportionality is importan isi : en a patient sample
is measured, a change in a test result ove [ results over a two-hour
period) must reflect the change in th

What Is the Linearity Interval?

ich) that falls on a straight line. In the graph above,
n, the values begin to fall below the straight line. In

terval (ULLI). A measurement procedure is said to be linear
stated analytical measuring interval (AMI).
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