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Foreword
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Up to 93% of errors occurring in the laboratory diagnostic process occur in the
preexamination phase.*? Yet, health care facilities and career training programs
providing instruction on blood and nonblood specimen collection procedures
have few resources to guide them. As a result, key concepts may be inadvertently
missed, putting patients, specimen collection personnel, and test results at risk.

Properly trained specimen collection personnel are critical to patient care. When
patient specimens are collected and handled by properly trained personnel,
test results are likely to be accurate. When results are accurate, physicians ar
able to diagnose, medicate, and manage their patients with the best possible
outcomes. However, training programs vary significantly in content, which leads
to a wide range of practical guidance in the field. When inadequately trained
personnel compromise specimen quality, patients may be misdiagnosed, overz
or undermedicated, and generally mismanaged. Inadequate training is ajg
associated with increased test turnaround times, the spread of hospit3
infections, personnel exposure to bloodborne pathogens, patient jg
liability.

with guidance in developing a comprehensive labor
training program. By using this guideline, educators

of patient blood specimens in a manner t
exposure; 2) protects patients from in imen quality and,
hence, accurate test results. The info

in which the progra
of variability, a timef} pentation and completion is not

ining programs in alignment with QMS principles
ulatory and accreditation requirements are covered
rogram content. A detailed description of the model is

The ndations in this guideline may not be universally applicable,
buta e for most settings. The topics order should not be interpreted
as the order in which the topics should be taught. The training facility should
arrange the content to fit its educational preferences.

© © ¢ 0 0 0000000000000 00000000000 0000000000 0000000000000 000000000000 000000000000 000 0000 0

vii




GP48, 1st ed.

Advanced practices outside the traditional role of specimen collection
personnel (eg, performing electrocardiograms, draws from vascular access
devices) are facility and region specific and are not included in this guideline.

The ultimate goal of this guideline is to help ensure all health care professionals
with minimal or primary responsibilities in the preexamination processes are
exposed to a high-level training curriculum.

NOTE: The content of this guideline is supported by the CLSI consg
process, and does not necessarily reflect the views of any singlg
organization.

KEY WORDS

Blood collection procedures Preexamination

Educator Samples

Phlebotomy Skin puncture Venipunctu
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Introduction

This chapter includes:

» Guideline’s scope and applicable
exclusions

» Background information pertinent to the
guideline’s content

» “Note on Terminology” that highlights
particular use and/or variation in use of
terms and/or definitions
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guideline
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A vore: ® Introduction

GP48 is a resource for 1.1 Scope

developing curricula for The intended users of this guideline are college and proprie
training programs and courses; educators, nurse educators, educational coordinators, labg
itis not meant to substitute for directors and managers, phlebotomy su isors, and an
or replace a curriculum. care professionals or educators responsib

1.2

aboratory specimens.
ake seriously the contribution they make, not

ients from medical mistakes directly attributable to
Itered during collection, transport, handling, and processing,

e variety of accurate and current documents, textbooks, training aids,
ational resources, and other materials is necessary to implement the
essential elements recommended in this guideline.
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The Quality Management System Approach
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Clinical and Laboratory Standards Institute (CLSI) subscribes to a quality management system (QMS) approach in the
development of standards and guidelines, which facilitates project management; defines a document structure using a
template; and provides a process to identify needed documents. The QMS approach applies a core set of “quality system
essentials” (QSEs), basic to any organization, to all operations in any health care service’s path of workflow

(ie, operational aspects that define how a particular product or service is provided). The QSEs provide the fraag

delivery of any type of product or service, serving as a manager’s guide. The QSEs are as follows:

Organization Personnel Process Management pnconforming E
Customer Focus Purchasing and Inventory ~Documents and Records
Facilities and Safety Equipment Information Management

GP438 covers the QSE indicated by an “X.” For a description of the other documents listed in the gri€
Related CLSI Reference Materials section.

‘ming Event
ment

«s and Rr

Assessments

Organization
Customer Focus

cor
Marn

Facilities and Safety
.nformati .anagement )

Personnel
Purchasing and Inventory

Continual Improvement

Dor

QMS03

QMms14
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Related CLSI Reference Materials*
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AUTO02 Laboratory Automation: Bar Codes for Specimen Container Identification. 2nd ed., 2005. This
document provides specifications for use of linear bar codes on specimen container tubes in the clinical
laboratory and for use on laboratory automation systems.

AUTO12 Specimen Labels: Content and Location, Fonts, and Label Orientation. 1st ed., 2011.

C34 Sweat Testing: Sample Collection and Quantitative Chloride Analysis.
document addresses appropriate methods of collection and analysis, quality co
and reporting of test results.

C49 Analysis of Body Fluids in Clinical Chemistry. 1st ed., 2007

results between different instrument manufa
whole blood, or fluids for which assays typical
documentation.

ider serum, plasma,
R measurement procedure

GP16 Urinalysis. 3rd ed., 2009. This do

GP34 Validation and Verificgti

GP39 apillary Blood Specimen Collection. 6th ed., 2010. This

aterials, manufacturing, and labeling of venous and capillary

BUs Blood Specimens. 7th ed., 2017. This standard provides procedures
iagnostic specimens by venipuncture, including line collections, blood culture
ncture in children.

* 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)

GP42 Procedures and Devices for the Collection of Diagnostic Capillary Blood Specimens. 6th ed.,
2008. This document provides a technique for the collection of diagnostic capillary blood specimens,
including recommendations for collection sites and specimen handling and identification. Specifications
for disposable devices used to collect, process, and transfer diagnostic capillary blood specimens are also
included.

GP44 Procedures for the Handling and Processing of Blood Speci
4th ed., 2010. This document includes criteria for preparing
the devices used to process blood specimens.

H21 Collection, Transport, and Processing of Blood Specimens for Tes

H56 Body Fluid Analysis for Cellular Composition. e provides users with
recommendations for collection and transport of bod identification of cellular

M29 Protection of Laboratory Workers L Infections. 4th ed., 2014. Based
on US regulations, this docum i i . ission of infectious agents by
aerosols, droplets, blood, a i ing; o8 precautions for preventing
the laboratory transmissio
recommendations for ure to infectious agents.

NBSO1 creening Programs. 6th ed., 2013. This document

s, discusses acceptable techniques for applying blood drops or

cment system.

d Competence Assessment. 4th ed., 2016. This guideline provides a structured approach
g effective laboratory personnel training and competence assessment programs.

Management System: Leadership and Management Roles and Responsibilities.

ed., 2012. This guideline presents concepts and information intended to assist a laboratory in
meeting leadership requirements for its quality management system. Guidance is provided for leaders
to effectively design, implement, and maintain the cultural, structural, and functional aspects of their
laboratory’s organization that are critical to managing and sustaining quality.
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