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Foreword

For measurement procedures whose performance characteristics have previously been validated with a primary
specimen type, CLSI EP35 provides recommendations for assessing clinically equivalent performance for other similar-
matrix specimen types and suitable performance for dissimilar-matrix specimen types. These assessments provide
verification options that do not repeat full measurement procedure validation for the additional specimeg types, which

include different fluids (eg, serum, plasma, whole blood, urine, cerebrospinal fluid, saliva), anticoag

specimen types without necessarily having to repeat the full measurement procedure v
CLSI EP35 applies to both quantitative measurement procedures and qualitati

performance to the clinical requirements for the specific specimen 1y

Therefore, access to the necessary clinical information is ist able performance for
multiple specimen types, including the expected inte erent biological variability,
medical decision levels, and any other relevant infor i i ese characteristics can vary
considerably between specimen types for the s inine in S s urine). Once the necessary

type, the protocols described in CLSI

Overview of Changes

CLSI EP35 was revised in imi ision Process and replaces the first edition of this guideline, which

ed by the CLSI consensus process and does not necessarily reflect the views of

equivalence suitable
primary specimen type

clinical suitability specimen type
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Assessment of Equivalence or Suitability of Specimen Types for
Medical Laboratory Measurement Procedures

© Introduction

1.1 Scope

CLSI EP35 provides recommendations on establishing clinical equivalence or suitability for multip

CLSI EP35 is intended to be used for specimen types for which the @
indication and for which adequate clinical information is available to €
goals. Establishing clinically based performance goals is b

gte. There may also be
preanalytical factors between specimen types that c i ay require additional
studies to characterize their effect on the res i C e scope of CLSI EP35.

1.2 Background

specimen type. However, the i to measure the same measurand in a different specimen
type (eg, urine rather tha ' i en type can alter both the measurement procedure

peci i i serum and plasma), the measurement procedure’s performance can
e tested for equivalence a , types. When the matrixes are dissimilar (eg, serum and urine), it might
not be possj ish eq® eg, because of different measuring intervals), but the new specimen

performance is neede
etc. In the context
aret i

ically, equivalence is defined as the condition of being equal in value, worth, function,
lishing specimen types’ equivalence or suitability for a measurement procedure, there

2 © Clinical and Laboratory Standards Institute. All rights reserved.
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2.2 Establishing Specimen Equivalence or Suitability Process Flow Charts

Development of
Chapter 3 specimen equivalence
planis started

Is there a “thereisnoc inizal
known clinical I=ation, me <A
indication for the new re. for testi

specimen type for specin ‘ne neew.
this measurand? be ac ined

Risk assessment is
performed

Subchapter 3.1
Perform-~na ttributes
Subchapter 3.2 -

otance criteria
Subchapter 3.3 ‘atermined
Figure 3;
Subchapter 4.2

Are the Dissimilar-

peclimen matrix Matrix Type

types similar? Evaluation
Process

Similar-
Figure 2; Matrix Type

ubchapter 4.1 Evaluation
Process

2 Five basic symbols are used in process flow charts: oval (signifies the beginning or end of a process), arrow (connects process activities), box
(designates process activities), diamond (includes a question with alternative “Yes” and “No” responses), pentagon (signifies another process).

Figure 1. Developing a Specimen Equivalence or Suitability Plan Flow Chart®
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