CLINICAL AND
// LABORATORY
STANDARDS

INSTITUTE. 3rd Edition

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

CLSI POCTO4

Essential Tools for Implementation . 4
Management of a Point-of-Ca" _ . ~ting
Program

I his guideline prov = s direction to users of in vitro diagnostic devices outside the medical
laboratory on k= .0 ensure reliable results that are comparable to those obtained from

medic. wory instruments.

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

A guideline for global application developed through the Clinical and Laboratory Standards Institute consensus process.



POCTO04, 3rd ed.
June 2016
Replaces POCT04-A2

Essential Tools for Implementation and Management of a Poj
Testing Program

Ellis Jacobs, PhD, DABCC, FACB Cameron L. Martin
Bob Kaplanis, PBT, MT(ASCP) Tammy Ottenbreit
Jessica DeNigro, MBA C. Anne Pontius, MBA,
Agim Beshiri, MD Kristian Roth, PhD
Jayson R. Colby, MM, MT(ASCP) Bouchra Serhir

Mandy Dehghan, MBA, MT(ASCP)
Sharon Markham Geaghan, MD

Thomas Kampfrath, PhD, DABCC
Howard J. Kirkchick, PhD

Abstract

recommendations for good laboratory p!
Point-of-care testing (POCT), also known

the intensive care unit, emerggs ergency transport vehicles, and operating rooms, as well as in skilled
nursing facilities and hospig expedite treatment decisions and provide convenience for the patient

are community, is an ongoing process. Users should expect revised editions of any
in technology may affect the procedures, methods, and protocols in a standard or
ace outdated editions with the current editions of CLSI documents. Current editions are listed in the
our website at www.clsi.org. If you or your organization is not a member and would like to become

of the catalog, contact us at: Telephone: +1.610.688.0100; Fax: +1.610.688.0700; E-Mail:
ebsite: www.clsi.org.

and to request
customerservice@clsi

CLINICAL AND
LABORATORY
STANDARDS
INSTITUTE.



POCTO04, 3rd ed.

Copyright ©2016 Clinical and Laboratory Standards Institute. Except as stated below, any reproduction of
content from a CLSI copyrighted standard, guideline, companion product, or other material requires express
written consent from CLSI. All rights reserved. Interested parties may send permission requests to
permissions@clsi.org.

CLSI hereby grants permission to each individual member or purchaser to make a single reproduction of
this publication for use in its laboratory procedures manual at a single site. To request permission to use
this publication in any other manner, e-mail permissions@clsi.org.

Suggested Citation

CLSI. Essential Tools for Implementation and Management of a Point- Testing
CLSI guideline POCT04. Wayne, PA: Clinical and Laboratory Standards In N
Previous Editions:

March 1995, June 1999, August 2006

Reaffirmed:
August 2023

ISBN 1-56238-938-6 (Print)

ISBN 1-56238-939-4 (Electronic)

ISSN 1558-6502 (Print)

ISSN 2162-2914 (Electronic) Volume 36, Number 9

ii



POCTO04, 3rd ed.

Contents
A 01 - Uod ST SR i
ComMMIttEE MEMDEISNIP. .. c.viivieiiie ettt s be et e e be s e et e s te et e sbeeteesbesaeeneenre e iii
0T =Y (o TP PRSPPI vii
Chapter L1: INTTOQUCTION ...ttt nren e
11 IS Tol0] oL T RS TRRRN
1.2 2103 (o] {01 T USRS
1.3 Standard Precautions..........cccccovcvvveieveeiene e .
14 TerminOlOgY......ccoiveieiiee e R e
Chapter 2: Quality System ESSENtIalS ........c.covvvveviiiiiieiesiee e SR
2.1 Quality System ESSENtialS..........cccoveiiiiiiiinirieieeeee e SR o
2.2 OrganizZatioN.........coveiiiiireie e
2.3 CUSLOMEr FOCUS .....oovvieiiiiiiiiiie s
2.4 Facilities and Safety.......ccccvvviveieiecccccie e,
2.5 Personnel.........ccooevvieeiieciicec e
2.6 Purchasing and Inventory
2.7 EQUIPMENT.....oiiie e
2.8 Process Management .............c.ccc......
2.9 Documents and Records .............. RNty . ... Sl ... 41
2.10  Information Management........... ... SCE R ... SRR et eee e 42
2.11  Nonconforming Event Managemet............... Qi ........... NER ...oveenreieererennns 43
212 ASSESSMENTS.....covvvveven. M ... SRR e R 44
2.13  Continual Improvemeniiiir SRR . .......o.ooveeeee TR STt eeneeneans 46
Chapter 3: Conclusion...........c....... 4B ............... 8
Chapter 4: Supplemental INfOrmationNGR. ................... SEEEER . ...veeveteteeerereeee e ste et neesre e eenes 48
References........... cmmmm . ............$

Additional Res . ... . oo 52

............................................................................... 53
....................................................................... 54

trOl LOG SNEEL......cviieeieieeccee e 55

® Maintenance Record FOrm .........coooveieieenininene e 56
SEEM APPIOACK ... 58
.......................................................................................... 60



POCTO04, 3rd ed.

Foreword

In response to pressures from outside and within, the health care community is re-evaluating the best way
to deliver services in a complex system. Part of this examination concerns the delivery of laboratory services
to patients and clients.

Medical conditions, physical location of the patient or client, and treatment regimens often need Iaboratory
test results qU|ckIy S0 that appropriate medical care may be administered. Laboratory professi

one way to meet these demands. Point-of-care testing (POCT), also referr
bedside testing, augments dipsticks and other noninstrumented testing systems
Because of the enormous consequences stemming from unreliable test results, it is
to be trustworthy and of high quality as these tests are transferred from the medical
of care.

POCT is often performed by personnel not trained in medi
regulatory and quality management issues as laboratory-basa
and outside the traditional laboratory community. The man
systems capable of delivering reliable results when rsonnel. Once the

assessing the results of these services.

POCT has been, and will continue to be, i i i ach hospital, nursing
home, emergency service provider, i i
responsible for assessing its POCT nee
and how to evaluate and impleme

This guideline provides useful infor
assumption that primary ratory health care personnel. Therefore, this guideline

jons that are both educational and practical. In addition,

edition; chief among them is the introduction of the concept of
§sment (see Subchapter 2.2.3) for POCT sites. This guideline also
garding infection control and patient and testing personnel safety (see

contains
Subc

is guideline is supported by the CLSI consensus process, and does not necessarily
ingle individual or organization.

: The content
reflect the views of

Calibration, point-of-care testing, quality control, quality management, safety

vii
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Essential Tools for Implementation and Management of a Point-of-Care
Testing Program

Chapter 1: Introduction

This chapter includes:

e Guideline’s scope and applicable exclusions

e Background information pertinent to the guideline’s content
e Standard precautions information

e “Note on Terminology” that highlights particular use and/or
definitions

e Terms and definitions used in the guideline

e Abbreviations and acronyms used in the guideline

1.1 Scope

ing patient test results
Is for implementing

Many potential sites are eligible for point-
comparable with those from the medical

enforcement f, es, public screening sites, insurance companies, and physician office laboratories

e does not cover patient self-testing and the handling of results generated in this manner.
Additionally, this guideline only applies to tests that involve the collection of patient specimens. Thus,
examination devices such as breath analyzers, transcutaneous meters, and continuous glucose monitoring
devices are outside the scope of this guideline.

©Clinical and Laboratory Standards Institute. All rights reserved. 1
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1.2 Background

Advances in technology and the implementation of microtechniques and portable instruments have made it
possible to move laboratory testing closer to the patient/client. POCT is intended to provide more rapid and
accessible test results than can be achieved in central or satellite laboratory settings. This is particularly
important in critical care areas, such as the ICU, emergency rooms, burn units, emergency transport
vehicles, and operating rooms; as well as skilled nursing facilities and hospices. POCT has also been used
to expedite treatment decisions and provide convenience for patients/clients. The latter use is siga
ambulatory outpatient settings (eg, physician offices, clinics, geographically remote location

potential operational issues, aids resource planning, and support
consideration should be given to the type, method and invasiye
collected from a finger using a lancet device may be consideredimore i i ollected by an oral
swab).

Identification of the need for, and applicability and
approach with POCT stakeholders. An advisory ¢
and use POCT results for clinical decision maki
and testing personnel should also be mem
care and location of care, as well as t
specificity, turnaround time, cost, and r

providers who request
pded. POCT management
ature on quality patient

laboratory specimens z 4 i i andled according to “standard precautions.” Standard
precautions are guidglipe tures of “universal precautions and body substance
i i transmission of all known infectious agents and thus
jtions, which are intended to apply only to transmission of

pry transmission of all known infectious agents from laboratory
mendations for the management of exposure to all known infectious

al leader in standardization, is firmly committed to achieving global harmonization
whenever possible. Harmonization is a process of recognizing, understanding, and explaining differences
while taking steps to achieve worldwide uniformity. CLSI recognizes that medical conventions in the global
metrological community have evolved differently in different countries and regions, and that legally
required use of terms, regional usage, and different consensus timelines are all important considerations in
the harmonization process. CLSI recognizes its important role in these efforts, and its consensus process
focuses on harmonization of terms to facilitate the global application of standards and guidelines.

2 ©Clinical and Laboratory Standards Institute. All rights reserved.
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The Quality Management System Approach

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

Organization Personnel Process Management Nonconforming Evg
Customer Focus Purchasing and Inventory Documents and Records Assessments
Facilities and Safety Equipment Information Management

POCTO04 covers the QSEs indicated by an “X.” For a description of the other docu
to the Related CLSI Reference Materials section on page 60.
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Related CLSI Reference Materials*

EP09 Measurement Procedure Comparison and Bias Estimation Using Patient Samples. 3rd ed., 2013. This
document address the design of measurement procedure comparison experiments using patient samples and
subsequent data analysis techniques used to determine the bias between two in vitro diagnostic measurement
procedures.

EP18 Risk Management Techniques to Identify and Control Laboratory Error Sources. 2nd ed., 2009. Thls
guideline describes risk management techniques that will aid in identifying, understanding, age
sources of failure (potential failure modes) and help to ensure correct results. Although inteng

EP23™ Laboratory Quality Control Based on Risk Management. 1st ed.,

EP27
GP16
GP27
GP41
document provides procedures for the
draws, blood culture collection, and ve
GP42 Procedures and Devices for
document provides a tech
recommendations for colle i handling and Identification. Specifications for disposable
devices used to collec , ic capillary blood specimens are also included.
M29 Protection of Laboratory ly Acquired Infections. 4th ed., 2014. Based on US

risk of transmission of infectious agents by aerosols,
laboratory setting; specific precautions for preventing the laboratory
boratory instruments and materials; and recommendations for the

regulations, th

POCTO08 i nted Point-of-Care Testing: An Instructional Manual and Resources

POCTO09
are testing devices based on the patient care setting and clinical needs. It is designed as
oratory and facility management to simplify and facilitate the selection process but also allows
of devices to identify those that are optimal to the patient care setting and population served.

* CLSI documents are continually reviewed and revised through the CLSI consensus process; therefore, readers should refer to the
most current editions.

60 ©Clinical and Laboratory Standards Institute. All rights reserved.
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Related CLSI Reference Materials (Continued)

POCT12 Point-of-Care Blood Glucose Testing in Acute and Chronic Care Facilities. 3rd ed., 2013. This document
contains guidelines for performance of point-of-care blood glucose meter systems that stress quality control,
training, and administrative responsibility.

POCT13 Glucose Monitoring in Settings Without Laboratory Support. 3rd ed., 2015. This guideline focuses on
performance of point-of-care glucose monitoring systems, with an emphasis on safety practices, quality control,
training, and administrative responsibility.

QMS01 Quality Management System: A Model for Laboratory Services. 4th ed., 2011. This dg
model for medical laboratories that will assist with implementation and maintenance of
management system.

QMS02 Quality Management System: Development and Management of La
This document provides guidance on the processes needed for documen
controlling, changing, and retiring a laboratory’s policy, process, procedure, ai
and electronic environments.

QMS06 Quality Management System: Continual Improvement. 3rd ¢
improvement as an ongoing, systematic effort that is an essenti

QMS11 Nonconforming Event Management. 2nd ed., 2015. Gr8 i inci ality management, risk
management, and patient safety, this guideline provides an eloping a program to

onitoring of Laboratory

QMS12 Development and Use of Quality Indj
ality indicators and their use in

Quality. 1st ed., 2010. This document
the medical laboratory.

QMS13 Quality Management Sys . . ideli aVides recommendations for
establishing equipment mal

d., 2013. This document provides guidance for how
enhance the quality of its services through continual
defines the “who,” “what,” “when,” “where,” and “how” of meeting
dit process describes the details of how to conduct individual

QMS15
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