Verification of Reference Intervals in the

Medical Laboratory Implementation Guide

EP28-Ed3-IG

Introduction

This implementation guide describes the minimum procedures necessar,
that a preestablished reference interval for quantitative tests (eg, from
developer’s information) is transferrable to the laboratory’s similar tests.

Verifying a Preestablished Reference Interval

A laboratory may have an established reference intery, a specific methodology,
for its subject population. When the laboratory degg modify the existing

test method (eg, different antibody, different calib [ a method comparison study
between the new and old methods. The stu ' R the existing reference
interval can be transferred to the new or
be established. The comparison study ca , not necessarily from
n the methods. In general, if the new test
standards or calibrators traceable to
tically or clinically comparable, then the
lators or accreditors might require verification of the

20) from a reference population.

method has similar imprecision and kn
the same primary standard, andgrovides
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Verification Using Small Numbers of Reference Individuals

A preestablished reference interval can be verified by testing samples from a small number of reference
individuals (eg, 20) from the laboratory’s own population and comparing these values with the values from
the larger original study. The preexamination and examination factors from the original study should be
consistent with the laboratory’s operation. In addition, the geographic location or demographic variables of
the reference individuals should be substantially similar in the original study and the new s

reference individuals.

NOTE 2: CLSI document EP28* uses the term “validation.” This usage of t
replaced by “verification” in this implementation guide.

Verification of the Reference Interval

The reference interval verification process is outlined in the figure
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