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Foreword
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A quality manual provides laboratory leadership, personnel, and accreditors with a A
description of the laboratory’s QMS, ie, the intent for how the laboratory will: NOTE

> Ensure quality. A quality manual provides

» Practice good quality management. laboratory leadership,
personnel, and accreditors

with a description of the
Included in this handbook are: | atory's QMS.

» Meet regulatory, accreditation, and customer requirements.

» Answers to the most commonly asked questions about a quality
manual

» Guidance on how to develop a quality manual

» Templates for organizing laboratory management information
into easily understood policies, processes, and proceduges for each
quality system essential (QSE)

» Examples of flow charts for QSE processes
» Example of a procedure for a QSE process

NOTE: The guidance provided in this handbook repres
recommendations by the authors for good pract]
reflect the views of the organizations they repr

KEY WORDS

Quality manual Quality policy
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Introduction

This chapter includes:

» Handbook’s scope and applicable » Abbreviations and acronyms used in the
exclusions handbook

» Background information pertinent to the
handbook’s content
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A vore: ® Introduction

This handbook can be usedto: 1.1 Scope

» Develop a quality manual This handbook provides a structured means for laboratory management
for the first time. and personnel to develop a quality manual for the first time or to
» Restructure and revise restructure and revise a quality manual from a Ia ory’s existing

laboratory administrative administrative and quality documents.

and quality documents. ,
This handbook can be used by:

utifully write and maintain “procedures manuals” to provide
s to personnel on how to do their work and how to comply
with regulatory and accreditation requirements. These manuals contain
documents that describe the laboratory’s technical work activities, which
range from collecting specimens from patients to reporting laboratory
examination results. Although there is no requirement for a procedures
manual for management personnel, the laboratory usually maintains a
large “administrative manual” that contains various policies, memoranda,
and other documents describing nontechnical work and organizational
information. These manuals are often not arranged in a useful fashion
and are not typically used for training new laboratory supervisory and
management personnel about laboratory quality.

organizes inform
useful way to:
» Train new

and supervi
personnel.

» Orient personnel
QMS.

» Meet regulatory
and accreditation
requirements.

Creating a quality manual provides a means for describing and
documenting the laboratory’s QMS. In addition, the manual organizes
laboratory administrative and management information in a useful way
for training new management and supervisory personnel, for orienting
personnel to the QMS, and for meeting regulatory and accreditation
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The Quality Management System Approach

e e e 00000000000 o0coeeo0coeoe @ e e 00000000 e e e 000000 00 © 0 0000000000000 00000000000000000000 0

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 g Event Management
Customer Focus Purchasing and Inventory Documents and Records
Facilities and Safety Equipment Information Management

QMS25 covers the QSEs indicated by an “X.” For a description of the other documents listed | i gifer to

the Related CLSI Reference Materials section.

cds
ment
“vent

~ad P

Organization
Customer Focus
Facilities and Safety

Nonconforming
Management
Assessments

~.cumen
Continual Improvement

Personnel
Purchasing and Inventory
Fquipment

Information Man=

QMSs12

QMS13

QMS14

QMS15

QMS16

QMS18

QMS20
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Related CLSI Reference Materials*
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K2Q The Key to Quality™. 2nd ed., 2013. This product provides fundamental information for implementing
and sustaining a quality management system (QMS). It also includes information on the 12 quality
system essentials (QSEs) for building a QMS; the policies, processes, and procedure requirements for each
QSE; and, how to apply the QSEs in the laboratory environment.

QMso1 Quality Management System: A Model for Laboratory Services. 4th ed., 2011. This document
provides a model for medical laboratories that will assist with implementation andgnaintenance of an

effective quality management system.

QMS02 Quality Management System: Development and Management of ments. 6th
ed., 2013. This document provides guidance on the processes needed for

including creating, controlling, changing, and retiring a laboratory’s policy, pro form
documents in both paper and electronic environments.

QMso03 Training and Competence Assessment. 4th ed., 2016, Thi i i tructured approach
for developing effective laboratory personnel training

QMso4 Laboratory Design. 3rd ed., 2016. This guide
laboratory design elements and guidance s to consider when designing a medical
laboratory.

QMS05 Quality Management System: Qualifyin
2nd ed., 2012. This guidelin jeles reco iteria and easily implemented processes for

QMS06 : al Impfovement. 3rd ed., 2011. This guideline considers

QMs11 agement. 2nd ed., 2015. Grounded in the principles of quality
nt, and patient safety, this guideline provides an outline and content for
manage a laboratory’s nonconforming events.
Qms12 se of Quality Indicators for Process Improvement and Monitoring of

Laboratory Quality. 1st ed., 2010. This document provides guidance on development of quality
indicators and their use in the medical laboratory.

* 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)

QMs13 Quality Management System: Equipment. 1st ed., 2011. This guideline provides recommendations
for establishing equipment management processes from selection through decommission of equipment
used in the provision of laboratory services.

Qmsi4 Quality Management System: Leadership and Management Roles and Responsibilities.
1st 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, unctional aspects of their

QMS15 Assessments: Laboratory Internal Audit Program. 1st ed., 2 i ides guidance
services
when,

” o« » o« ”

where,
and “how” of meeting requirements for internal au es the details of how
to conduct individual laboratory internal audits.

QMS16 Laboratory Personnel Management. . i ' scribes the process for meeting
the regulatory and accreditation requix ent in the laboratory environment
This guideline offers suggestions anaging the processes required for laboratory

personnel to fully achieve labor 's operational and quality goals.
QMms18 Process Management. 1st ed., 28@5. i describes four requirements for managing
laboratory processes r effectively meeting regulatory and accreditation

requirements, optimi s, and contributing to patient safety and positive
outcomes.

QMs20 g in the Laboratory. 1st ed., 2014. This report provides guidance

services, and f
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¥ | Find what your laboratory needs to succeed! CLSI U provides
- " 1 A convenient, cost-effective continuing education and training
- resources to help you advance your professional development. We

have a variety of easy-to-use, online educational resources that make
elearning stress-free and convenient for you and your staff.
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See our current educational offerings at www.clsi.org/education.

When laboratory testing quality is critical, standards are needed and
there is no time to waste. eCLIPSE™ Ultimate Access, our cloud-based
online portal of the complete library of CLSI standards, makes it easy
to quickly find the CLSI resources you need.

Learn more and purchase eCLIPSE at clsi.org/eCLIPSE.

For more information, visit www.clsi.org today.
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