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Abstract

Clinical and Laboratory Standards Institute document Q ystem: Continual Improvement;
Approved Guideline—Third Edition includes written ang ental processes and common
supporting elements in a continual improvement prog i ith definitions, concepts, models,

and tools for implementing an effective progra gl processes include identifying opportunities for
improvement (OFls); selecting an opportunity; (s); implementing solution(s); evaluating the effect

Clinical and Laboratory Standards Instit : anagement System: Continual Improvement; Approved
Guideline—Third Edition. C -56238-759-6 [Print]; ISBN 1-56238-760-X [Electronic]). Clinical

or mor i care community, is an ongoing process. Users should expect revised editions of any given
docum echnology may affect the procedures, methods, and protocols in a standard or guideline,
users sho ditions with the current editions of CLSI documents. Current editions are listed in the CLSI catalog
and posted on our websi ww.clsi.org.

If your organiza ot a member and would like to become one, and to request a copy of the catalog, contact us at:
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Foreword

Continual improvement (Cl), as one of the QSEs, is critical to optimizing the effectiveness of
a QMS and sustaining quality. Described in this document are common supporting elements
and fundamental processes of a Cl program. The common supporting elements are applied
throughout all the improvement processes. The Cl processes may occur in order, as discussed
in this guideline, or individually, depending on the need of the organization and type of
improvement initiative.

Although quality professionals may differ on various Cl definitj concepts, models, and tools,

the attempt of this guideline is to consolidate the vast amq

f information available, while
i#8%l systematic approach

implementation of a Cl prog
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igure 1. The Quality Management System Model*

If a QSE is missing or not well implemented, problems may occur in either or all preexamination,
examination, and postexamination laboratory activities. For example, when the laboratory
lacks defined processes for properly installing, calibrating, and maintaining its analyzers so they
work effectively, there are problems in examination processes.

The requirements for QSE Continual Improvement can be summarized as:
» Participation in quality improvement activities at the organizational level

» Use of a defined strategy for Cl
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® Scope

This guideline includes written and graphic descriptions of the
fundamental processes and common supporting el
improvement (Cl) program. It provides the user vy
methods, and tools for implementing an effe
applicable requirements. The Cl fundame
following:

ents in a continual
efinitions, concepts,
and meeting

» Identifying opportunities for improvement
> Selecting an opportunit

» Generating solution(s

o IMPORTANT NOTE:

A Cl program is essential to an
effective quality management
system (QMS).

» Communication

This guideline is intended for use by all organizations and individuals
involved in the management or execution of preexamination, examination,
and postexamination phases of the medical laboratory. This document
may be applicable to other laboratories and nonlaboratory settings.

This guideline is not meant to be prescriptive nor a comprehensive
instructional manual for using the tools described. It does not address
content and detail covered in other CLSI documents nor requirements
specific to any regulatory or accrediting organization.
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The Quality Management System Approach

Clinical and Laboratory Standards Institute (CLSI) subscribes to a quality management system approach in the
development of standards and guidelines, which facilitates project management; defines a document structure via a
template; and provides a process to identify needed documents. The quality management system 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
Customer Focus Purchasing and Inventory Documents and Records
Facilities and Safety Equipment Information Management

refer to the Related CLSI Reference Materials section on page 136.

s

L

Organization
Personnel
Management
Assessments

Customer Focus
Facilities and Safety

rchasing and Inventory
Egvivment
Information Manager
Nonconforming Ev
Continual Improvement
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Path of Workflow

A path of workflow is the description of the necessary processes to deliver the particular product or service that the
organization or entity provides. A laboratory path of workflow consists of the sequential processes: preexamination,
examination, and postexamination and their respective sequential subprocesses. All laboratories follow these processes
to deliver the laboratory’s services, namely quality laboratory information.

QMS06-A3 does not address any of the clinical laboratory path of workflow processes indicated in the grid below.
For a description of the document listed in the grid, please refer to the Related CLSI Refeg@ece Materials section on the
following page.
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Related CLSI Reference Materials’

EP18-A2

GP02-A5

QMS03-A3

QMS01-A4

QMS11-A

QMS12-A

Risk Management Techniques to Identify and Control Laboratory Error Sources; Approved
Guideline—Second Edition (2009). This guideline describes risk management techniques that will

aid in identifying, understanding, and managing sources of failure (potential failure modes) and help to
ensure correct results. Although intended primarily for in vitro diagnostics, this document will also serve
as a reference for clinical laboratory managers and supervisors who wish to learn about risk management
techniques and processes.

Laboratory Documents: Development and Control; Approved Guidelin fth Edition (2006).
This document provides guidance on development, review, approval, mana
process, and procedure documents in the medical laboratory community?

Training and Competence Assessment; Approved Guideline—Third Editi
document provides background information and recommen rocesses for the

Management of Nonconforming Lab Approved Guideline (2007). This guideline
provides an outline and the content for de

Development and Use of Qu Process Improvement and Monitoring of
Laboratory Quality; Approved . This document provides guidance on development
of quality indicato ' i dical laboratory.

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

current editions.

oooooooooo
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