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Foreword
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Quality system essential (QSE) Customer Focus is one of the 12 QSEs described
in CLSI document QMS01* and CLSI product The Key to Quality™,*> which provide
the necessary background information and guidance to develop and maintain

a QMS. The QMS model depicted in Figure 1 demonstrates how each QSE, such
as Customer Focus, is a building block to quality and is necessary to support

any laboratory’s path of workflow from preexamination to examination to
postexamination.
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International guidance related to the QSEs and the laboratory’s path of
workflow is available. Topics include:

» A process-based model for quality that any business should use to
manage its operations, with information relating directly to the QSEs?

» Requirements for both quality management and technical operations
of testing and calibration laboratories*

» Standards for quality management and technical operg
medical laboratory environment®

QMS19 is a guideline for how to implement

recent legislation allow patients t0 i (SN thout a physician
e laboratory to

| consensus

KEY WORDS

Customer Satisfaction survey

Customer satisfaction Voice of the customer
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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

» Terms and definitic
guideline
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Customer Focus in a Quality Management System
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A vore: ® Introduction

This guideline discusses areas 1.1 Scope

in which the laboratory should This guideline is intended to assist laboratories in meeting
focus to provide appropriate requirements for their QMS as represented by quality sys
outputs, products, and (QSE) Customer Focus. This guideline dq

customer services. customer relations or service but instead

or specialty, including point-gfacs ing. concepts
of customer service and satis ideline can be

personnel tod cd laboratory.

g test devices and kits at
ufacturer and not

This guideline

QSE Customer Focus
describes the requirements i eing upon the deliverables, measuring customer

for identifying customer [ cording and managing complaints.
expectations and establis - atory’s decisions and actions can profoundly affect its internal

Ktand their customers’ expectations and impart that knowledge
nderstanding to personnel through education, communication,

#nd appropriate direction to ensure customer focus is paramount to the
operational model. Acquiring and keeping customers is critical to financial
success. Increasing competition among laboratory service providers means
that, in some situations, customers who feel their expectations are unmet
have options to seek these services elsewhere.

Customer focus is ongoing. Once feedback has been received, it is often
necessary to cycle through again, identifying current and future customers,
determining their current and changing expectations, ensuring those
expectations are being met, receiving feedback, and resolving any issues.
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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 that 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:

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

QMS19 covers the QSE indicated by an “X.” For a description of the other documents listed in the 8
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
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Path of Workflow
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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 their services, namely quality laboratory information.

QMS19 does not cover any of the laboratory path of workflow processes. For a description of the dg
grid, please refer to the Related CLSI Reference Materials section.
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Related CLSI Reference Materials*
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GP36 Planning for Laboratory Operations During a Disaster. 1st ed., 2014. This document provides
guidance for laboratory and health care leadership for development, implementation, and sustainment
of effective emergency preparedness plans (all hazards) supporting nonanalytical components of clinical
and public health laboratory services that may pertain to various natural and manmade disasters.

K2Q The Key to Quality™. 2nd ed., 2013. This product provides fundamental information fg

system essentials (QSEs) for building a QMS; the policies, processes, an
QSE; and, how to apply the 12 QSEs in the laboratory environment.

Qmso1 Quality Management System: A Model for Laboratory Services. 4th ed.,
effective quality management system.

QMS05 Quality Management System: Qualifying, Selecting, ag
2nd ed., 2012. This guideline provides recommended crit€
qualifying, selecting, and evaluating a referral laboratory.

QMS06 Quality Management System: Continual |

continual improvement as an ongoing, syste
management system. A continual impr

QMs11

QMs12 Development g
ent provides guidance on development of quality
goratory.

for its quality management system. Guidance is provided for leaders
implement, and maintain the cultural, structural, and functional aspects of their
ion that are critical to managing and sustaining quality.

* 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)

QMs16

QMS18

Laboratory Personnel Management. 1st ed., 2015. This guideline describes the process for meeting
the regulatory and accreditation requirements of personnel management in the laboratory environment.
This guideline offers suggestions and examples on managing the processes required for laboratory
personnel to fully achieve laboratory management’s operational and quality goals.

Process Management. 1st ed., 2015. This guideline describes four requireme
laboratory processes and provides suggestions for effectively megting regulator
requirements, optimizing efficient use of resources, and contri
outcomes.
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