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Abstract
Clinical and Laboratory Standards Institute guideline QMS17—Exte spections of the
Laboratory outlines the process of selecting an assessment orgagj ratory for assessment,
undergoing the assessment, responding to any deficiencie diness in a logical, ongoing
cycle. This guideline provides expert information from | ,and accreditation organization
perspectives to assist laboratories in planning for and ssessments. External assessments
include audits, inspections, site visits, and surve d may also apply to some laboratory industry

settings.
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Foreword
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Quality system essential (QSE) Assessments 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 Assessments, is a building block to quality and is necessary to support
any laboratory’s path of workflow from preexamination to examination to

postexamination.

4
{
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Figure 1. The Quality Management
building blocks necessary to support a
the 12 QSEs support g

Es are the foundational building blocks that function effectively to support
laboratory’s path of workflow. If a QSE is missing or not well implemented,
problems will occur in preexamination, examination, and postexamination
laboratory processes. For example, when the laboratory lacks processes for
external assessments, there may be problems with attaining accreditation
status.
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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 operations in the
medical laboratory environment®

QMS17 is a guideline for how to implement requirements established by
customers, regulators, and accreditation organizations.>** QMS17 is not

a standard; that is, this guideline does not set requirements for external
assessments. Instead, this guideline describes what laboratories need to do
to meet applicable regulatory and accreditation requirements for external
assessments and provides suggestions and examples for fulfilling th
requirements.

NOTE: The content of this guideline is supported by the CLSI
process and does not necessarily reflect the views of any si
organization.

KEY WORDS

Assessment Requirements

External assessment
organization
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Chapter @

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 definitions used in the

guideline

» Abbreviations and acroi

guideli
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External Assessments, Audits, and Inspections of the Laboratory
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® Introduction

1.1 Scope

QMS17 provides guidance for establishing and maintaining a process

to assist the laboratory in achieving a continuous state of readiness for
assessment by an external assessment organizati
guidance for:

provides general

> Seeking an assessment for the firs

» Considering whether to use a new ext
organization

ses to achieve an

» Improving laboratory p
assessment outcomes

positive

This guideline does not cover
proficiency testing (PT) or
internal assessments.

rinary laboratories
» Food laboratories
» Environmental laboratories

This guideline may also have some application in laboratory industry
settings, such as manufacturing of blood products, kits, and reagents.

Refer to CLS| documen This guideline does not include details specific to the operations and
QMS24, QMS12,% and processes of the external accreditation organizations and is intended to
QMS15Y for information on PT. cover the laboratory perspective only.
This guideline does not cover proficiency testing (PT) or internal
assessments (ie, developing an internal audit program or processes for
conducting internal audits, or establishing a program to identify and
monitor quality indicators). Refer to CLSI documents QMS24,> QMS12,%
and QMS15Y for information on PT.
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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 QWS 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:

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

QMS17 covers the QSE indicated by an “X.” For a description of the other documents listed i
Related CLSI Reference Materials section.

cds
ment

~ad P

Organization
Customer Focus
Facilities and Safety
Nonconforming Ex

Management
Assessments

~.cumen
Continual Improvement

Personnel
Purchasing and Inventory
Fquipment

Information Man=

QMS24 QMS24 | QMS24
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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.

QMS17 does not cover any of the medical laboratory path of workflow processes. For a description of the documents
listed in the grid, please refer to the Related CLSI Reference Materials section.
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Related CLSI Reference Materials*
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GP17 Clinical Laboratory Safety. 3rd ed., 2012. This document contains general recommendations for
implementing a high-quality laboratory safety program, which are provided in a framework that is
adaptable within any laboratory.

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 proceduregequirements for each
QSE; and, how to apply the QSEs in the laboratory environment.

QMso1 Quality Management System: A Model for Laboratory Services. 4t
provides a model for medical laboratories that will assist with implementa
effective quality management system.

QMSs02

QMs03

QMs06

QMs11

QMS12

Qms14 Quality nt System: Leadership and Management Roles and Responsibilities.

1st ed., 2013. 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, and functional aspects of their

laboratory’s organization 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)

QMS15

QMS24

Assessments: Laboratory Internal Audit Program. 1st ed., 2013. This document provides guidance
for how a laboratory can establish an internal audit program to enhance the quality of its services
through continual improvement. Whereas an audit program defines the “who,” “what,” “when,” “where,”

and “how” of meeting requirements for internal auditing, the audit process describes the details of how
to conduct individual laboratory internal audits.

Using Proficiency Testing and Alternative Assessment to Improve
3rd ed., 2016. This guideline describes an approach for a complete pr
provides assistance to laboratories in using PT as a quality improve

ical Laboratory Quality.
ncy testing (PT) process and
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