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Highly sophisticated testing technology cannot produce good results from poorly collected specimens. CLSI H21 should
enhance the uniformity of sample collection, preparation, and handling and thereby reduce many of the preexamination
variables that can lead to inconsistent and erroneous coagulation test results.

Overview of Changes

This guideline replaces CLSI H21-AS5, published in 2008. Several changes were made to this editi
prominent changes involved reorganizing the content into a process with multjale procedures,

at a higher level of overall quality.
Other changes include:

+ Removing guidelines for molecular hemostasis assays

.

flered coagulation tests

ported by the CLSI consensus process and does not necessarily reflect the views

coagulation sample storage

interfering substance specimen collection
anticoagulant L . ;

preexamination variables specimen transport
citrate

prothrombin time
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© Introduction

1.1 Scope

CLSI'H21 discusses procedures for the collection, transport, and processing of human specimens £

H59%), lupus anticoagulant (LA) assays (CLSI H60°), and point-of-car?

1.2 Background

A procedural guideline for the collection, transport, a
is necessary because many preexamination variables

a-based coagulation
i ation and volume of

anticoagulant or additive and specimen and s
diagnostic and therapeutic decisions are ba
occur in the preexamination phase, whi ollection, colléction container composition and

anticoagulant, tube fill volume and m rocessing, and routine and frozen specimen
storage. Samples sent for coagulation te

1.3 Standard Precautioyg

specimens are treate @iEsli [ R4 according to “standard precautions.” Standard precautions are
' at combi

¢ laboratory.® For specific precautions for preventing the laboratory
fectious agents from laboratory instruments and materials and for recommendations
sure to all known infectious diseases, refer to CLSI M29.°
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© Process Work Flow and Precollection Considerations

2.1 Process Flow Chart

Figure 1 outlines preexamination steps for a sample referred for coagulation testing. Short-term specimen
storage and long-term specimen storage refer to samples that will be tested within 4 hours or greater than
4 hours of collection, respectively.

Test order received

Subchapter 2.2 Order is clarified

Subchapter 2.3 Preexamination patient
factors are considered
Chapter 3 Specimen is collected
(CUEIICIFUIN Specimen is transport
y N

Sper Mg i received
Chapter 5 . /
P proc. 'd evaluated

Subchapter 7.1

nediate WY Llong-term specimen
ag? storage

Short-term specimen
storage

TestIs

Performed

* Five basic symbols are used in this process flow chart: 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. Preexamination Path of Workflow?
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