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Clinical and Laboratory Standards Institute guideline Qg Model for Laboratory
Services provides the necessary background informatj ality management system
that meets the laboratory’s quality objectives and is cO

This guideline provides a structure for a comp, epproach to building quality into the laboratory’s
processes, assessing the laboratory’s perform guality improvements, and assisting in preparing for or

maintaining accreditation.
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Foreword
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Increased awareness of the costly personal and economic effects of medical errors

has underscored the importance of managing quality in health care services. In the A NOTE
present environment of limited resources, quality cannot be taken for granted by =~ === rommmmeeee oo
those who fund, receive, or provide laboratory services. The historical perspective QMSO01 ig not a standard; it

of quality control and quality assurance as defining quality needs to be superseded  simpl| ganizes existing

by a more comprehensive view of internationally accepted quality practices ents in a more
applied to a laboratory’s entire scope of work.

This guideline is intended as a reliable, practical, and easily understood perspective
that can be implemented in any laboratory.

QMSO01 is a guideline that can help laboratories implement a QMS to achieve
quality laboratory services and meet international standards and regu
accreditation requirements. QMSO1 is not a standard; that is, this gui
not set requirements for implementing a QMS. Rather, it reorganizes exi
requirements for medical laboratories into a more understag
can be used along with other quality-related documents
necessary to achieve an efficient, effective, and sustaig
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Overview of Changes

This guideline replaces the previous edition of the approved guideline, QMS01-A4,
published in 2011. Several changes were made in this edition, including:

« Shifted focus from process and procedural details for implementing the CLSI
QMS model to an overview of specific required processes in the QMS, with

Materials section for process and procedure details
+ Described the patient’s relationship to the QMS

« Aligned guidance with any new or changed intern
accreditation requirements for laboratories since the

- Added suggestions for providing a rationale to laboratory
implementing and maintaining a QMW

« Described a practical strategy for im

NOTE: The content of this guidelj
and does not necessarily refl

ting a laboratory QM

S process
r organization.

KEY WORDS

Examination processes Quality Quality indicators

Path of workflow Quality management
Postexamination processes Quality management system

Preexamination processes Quality system essentials
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Chapter @

Introduction

This chapter includes:

Guideline’s scope

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

Terms and definitions used in the
guideline

Abbreviations and acronyms used in the
elidelne
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® Introduction

1.1 Scope

The QMS model described in this guideline can be us aboratories
worldwide. This guideline is intended for use pri

+ Medical laboratories

+ Blood gas laboratories
+ Blood donor and pretransfusion testing laboratorie
+ Public health laboratories
« Clinical research laboratories

aboratories,

oratories with implementing and maintaining an effective
“®his model contains the regulatory and accreditation requirements
for quality management specified by international and national
organizations.*2

The goal of an effective and efficient laboratory is to consistently provide
the appropriate examinations with accurate results in a timely manner
and with the most judicious use of resources. This goal includes working
with practitioners to ensure the appropriate examination is ordered and
the results are interpreted correctly. The complexity of laboratory services
underlines the need for a systematic approach to provide this high level
of service. A laboratory QMS is a systematic approach that describes,
documents, implements, measures, and monitors the effectiveness of
laboratory work operations in meeting regulatory and accreditation
requirements and that promotes the efficient use of resources. The
ultimate goal of this activity is to meet the expectations of laboratory
customers.
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efforts, and its consensus process focuses on harmonization of terms to
facilitate the global application of standards and guidelines. Table 3 is
provided to clarify the intended interpretations of the following terms.

Table 3. Common Terms or Phrases With Intended Interpretations

Term or Phrase Intended Interpretation

“Needs to” or “must” | Explains an action directly related to fulfilling a regulatory and/or acc tion requirement or
is indicative of a necessary step to ensure patient safety or proper ent of a procedure

“Require” Represents a statement that directly reflects a regulatory, accr,
or organizational requirement or a requirement or specificajg
documentary standard

ance, product,

“Should” Describes a recommendation provided in laboratory literature,
practice, or a suggestion for how to meet a requirement

1.3.2 Definitions

accreditation — process by which an authoritative organi
recognition that a laboratory is competent to carry g

assessment — systematic process to collect and
the current, historical, or projected status of a
project.

audit — systematic, independent, and 0 obtain
objective evidence and evaluate it objec
which the audit criteria are fulfilled.*

calibration — compariso

continual improvement — recurring activity to enhance performance.*®

corrective action — action(s) to eliminate the cause and prevent recurrence
of a nonconformity or other undesirable situation®; NOTE: There can be
more than one cause for a nonconformity or undesirable situation.

© © ¢ 0 0 0000000000000 00000000000 0000000000 0000000000000 000000000000 000000000000 000 0000 0
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© The Quality Management System Model

A QMS can be described as a set of essential building blocks needed for

a laboratory’s work operations to fulfill stated quality objectives. A QMS
manages the interacting processes and resources needed to provide value
and realize results for laboratory customers and users.*®

2.1 How the Quality Management System M
Developed

The QMS model described in this guideline w

process approach, which incorp
thinking perspectives.

Deriving the Qualit

Assessments QUALITY & VSTEM ESSENTIALS Continual

Improvement

Documents and iformation Nonconforming
Records Management iMlanagement Event Management

ersonnel Supplier and Inventory Equipment Process
anagement lanagement Management Management

Organization and Customer Focus Facilities and Safety
Leadership Management

International and National Regulatory and Accreditation Requirements

Figure 1. The QMS Model Foundation and QSEs
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