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Abstract
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Clinical and Laboratory Standards Institute guideline EP35—Assessme imen Types

for Medical Laboratory Measurement Procedures provides information fo performance

for additional similar-matrix specimen types and suitable per{g en types. During
development, medical laboratory measurement procedurg common specimen

type. However, it can be clinically useful to test the me cluding different fluids

(eg, serum, plasma, whole blood, urine, cerebrospina lection devices. By following the
recommendations in this guideline, developers ent procedures do not necessarily need to repeat

the full measurement procedure validation f
procedures and qualitative examinations. This
tests and medical laboratory personnel.

. EP35 applies to both quantitative measurement
developers of commercial and laboratory-developed
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Foreword
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For measurement procedures whose performance characteristics have previously been validated with a primary
specimen type, this guideline provides recommendations for assessing clinically equivalent performance for other
similar-matrix specimen types and suitable performance for dissimilar-matrix specimen types. These assessments

personnel.

Because measurement procedure performance characteristics cag

medical decision levels, and any other relevant informat pe. These characteristics can vary
serum vs urine). Once the necessary

ent clinically equivalent or suitable performance.

sus process and does not necessarily reflect the views

Equivalence Suitable
Primary specimen type

Specimen type
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Chapter @

Introduction

This chapter includes:

Guideline’s scope and applicable
exclusions

Background information pertinent to the
guideline’s content

Standard precautions information

S

|

“Note on Terminology” that highlights
particular use and/or variation in usc
terms and/or definitions

Te and definitions used in the
guidel

Abbreviations and acionyms used in the
guideline




EP35, 1st ed.

Assessment of Equivalence or Suitability of Specimen Types for
Medical Laboratory Measurement Procedures

e e e 0000000000000 00000 00 © © 0 0 00 000000000000 000000 0000000000000 0000000000000 000000000 O

© Introduction

1.1 Scope

This guideline provides a protocol for assessing equivalence or suitability for use of a dj

ement procedure. There may also be
preexamination factors between specimen typ C ults. These differences may require additional

1.2 Background

ristics are generally established and validated
measurand, which is designated as the primary
asure the same measurand in a different specimen
type (eg, urine rathetiE . i ecimen type can alter both the measurement procedure

ar matrix (eg, serum and plasma), the measurement procedure’s performance can
p specimen types. When the matrixes are dissimilar (eg, serum and urine), it might

etc. Inthe establishing specimen types’ equivalence or suitability for a measurement procedure, there
are two primary scenarios.
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3.1

3.2

Evaluation Plan Development

The evaluation plan goal is to establish equivalence or suitability of measurement procedure attributes between
multiple specimen types and to determine how to proceed when the goal is not met.

Risk Assessment

With a new candidate specimen type, the risk of change in various measurement procedure a
assessed (eg, linearity, precision, accuracy, specimen stability, clinically expected values). Fo
attribute identified as possibly changing, acceptable performance criteria need to be es
information.

The necessary clinical information for each specimen type includes:

|:| Clinica

ver

|:| Expected range of concentrations rtance (or lack there

|:| Inherent biological variability

With this information, risk evaluation can be used to dett
for each specimen type. For example, when thg € assessed are serum and urine, systematic
differences in recovery or linearity can lead to inGi&3 linical o the criteria for systematic difference need
to be as stringent as for comparison of two serun\gile Conve [though there can be a significantly
greater background biological variation for the meJaglixand ared with serum, the risk of greater

imprecision in the urine measureg

a0 be low. THERefore, itability criteria might not need to be as
stringent as for comparison of twOWdifier magods. Un@€rstanding the associated clinical risks helps
determine the management strategy, |d tF JEROT equivalence between specimen types.

Evaluation Plan

For each measure i fure at9@Pute, the evaluation plan should include:

v
P &y protocol 8

or suitaiki

aluate equivalence |:| Acceptance criteria for equivalence or
suitability

-

Recomriended protocqlélifor evaluating suitability for commonly assessed attributes are described in Chapter 4.
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Figure 6. Study Design A. Blue boxes = primary specimen type; purpl

s = candidate specime

+ Study design B: The replicates are split across runs; eg, only a replicate is tested for €ch specimen in

7. Study Design B. oxes = primary specimen type; purple boxes = candidate specimen type.
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Related CLSI Reference Materials*
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c49 Analysis of Body Fluids in Clinical Chemistry. 2nd ed., 2018. This guideline provides information
for the medical laboratory for evaluating measurement procedures, as well as a strategy to characterize
assay performance, when applied to body fluid matrixes. Key concepts that apply to the entire test cycle,
including preexamination, examination, and postexamination phases of body fluid testing, are discussed.

EPO5 Evaluation of Precision of Quantitative Measurement Procedures. 3rd ed., 2 This document

is intended for manufacturers of quantitative measurement procedures and
or modify such procedures.

EPO6 Evaluation of the Linearity of Quantitative Measurement Procedures: A Statis

method evaluation; for checking linearity as part of routine quali
stating a manufacturer’s claim for linear range.

EPO7 Interference Testing in Clinical Chemistry. 3rg

EP0O9 Measurement Procedure Compariso
This guideline covers the design of meas QEOm parison experiments using patient
samples and subsequent data analysis tec
measurement procedures

EP12 User Protocol for Evaluatio Performance. 2nd ed., 2008. This document

d data analysis when evaluating qualitative

EP14

EP15

* CLSI documents are continually reviewed and revised through the CLSI consensus process; therefore, readers should refer to the most
current editions.
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Related CLSI Reference Materials (Continued)

EP17 Evaluation of Detection Capability for Clinical Laboratory Measurement Procedures. 2nd ed.,
2012. This document provides guidance for evaluation and documentation of the detection capability
of clinical laboratory measurement procedures (ie, limits of blank, detection, and quantitation), for
verification of manufacturers’ detection capability claims, and for the proper use and interpretation of
different detection capability estimates.

EP34 Establishing and Verifying an Extended Measuring Interval Throu
and Spiking. 1st ed., 2018. It is often medically necessary to provid

This guideline helps manufacturers and laboratory scientists with estab
dilution scheme that will provide an extended measuring interval for such

GP34 Validation and Verification of Tubes for Venous a
ed., 2010. This document provides guidance for conduc esting for venous

and capillary blood collection tubes.

GP44 Procedures for the Handling and Prog i mmon Laboratory Tests.

M29 Protection of Laboratory Wo tionally Acquired Infections. 4th ed., 2014. Based
on US regulations, this documen i he risk of transmission of infectious agents by

recommendation e to infectious agents.
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