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Clinical and Laboratory Standards Institute

Setting the standard for quality in medical laboratory testing around the world.

The Clinical and Laboratory Standards Institute (CLSI) is a not-for-profit membership organization that brings
together the varied perspectives and expertise of the worldwide laboratory community for the advancement of a
common cause: to foster excellence in laboratory medicine by developing and implementing medical laboratory
standards and guidelines that help laboratories fulfill their responsibilities with efficiency, effectiveness, and global
applicability.
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development of all CLSI documents. It does not always connote unanimous agreement but does mea>n tiat fhe
participants in the development of a consensus document have considered and resolved all relevant ociections
and accept the resulting agreement.

Commenting on Documents
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draft document as appropriate.

Comments on published CLSI documents are equally essential and may be submitted by anyone, at any time, on
any document. All comments are managed according te.th coiisensus process by a committee of experts.

Appeal Process

When it is believed that an objection has notheeiy adequately considered and responded to, the process for
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the globe
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Clinical and Laboratory Standards Institute guideline QMS17—External Assessments, Audits, aad Inspections of the
Laboratory outlines the process of selecting an assessment organization, preparing the<aboratory for assessment,
undergoing the assessment, responding to any deficiencies, and sustaining the state f readinéss in a logical, ongoing
cycle. This guideline provides expert information from laboratory professionalsyihdustry, and accreditation organization
perspectives to assist laboratories in planning for and attaining successful externaizssessments. External assessments
include on-site and virtual audits, inspections, site visits, and surveys of \aboratories and can also apply to some
laboratory industry settings.

Clinical and Laboratory Standards Institute (CLSI). External Assassmigntspiddits, and Inspections of the Laboratory.
2nd ed. CLSI guideline QMS17 (ISBN 978-1-68440-198-7 [Printl: ISAN $78-1-68440-199-4 [Electronic]). Clinical and
Laboratory Standards Institute, USA, 2023.

The Clinical and Lauwratory Standards Institute consensus process, which is the mechanism for moving a document through two
or more levels of iaview by the health care community, is an ongoing process. Users should expect revised editions of any given
document. Becatse rapid changes in technology may affect the procedures, methods, and protocols in a standard or guideline,
users should replace outdated editions with the current editions of CLSI documents. Current editions are listed in the CLSI catalog
ananosted on our website at www.clsi.org.

If y2u.or your organization is not a member and would like to become one, or to request a copy of the catalog, contact us at:

P: +1.610.688.0100 F:+1.610.688.0700 E: customerservice@clsi.org W: www.clsi.org
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Quality system essential (QSE) Assessments is one of the 12 QSEs described in CLSI document QMS01,* which provides
the necessary background information and guidance to develop and maintain a QMS. The QMS model depicted in
Figure 1 demonstrates that 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.

DISCIPLINES

-é?jator.nic Pathology LABORATORY PATH OF WORKFLOW
« Chemistry

. gf:é%%g PREEXAMINATION EXAMINATION

+ Hematology

« Immunology « Examination * Specimen « Specimen < Specimen « Examination + Examination <« Results « Laboratory

« Microbiology ordering collection  transport  receipt, method performance review and results

« Transfusion Medicine accessioning, selection follow-up  interpretation
« Etc. and processing

Assessments QUALITY SYSTEM ESSENTIALS

Documents and Information Non!
Records Management Management

Personnel Supplier and Inventory i Process
Management Management Management

Organization and Facllities and Safety
Leadership Clisitomerlfey”. Management

International and National Rg@® and Accreditation Requirements

Abbreviations: QMS, quality management system; QSE, quality s¢stem.essential.

Figure 1. The QMS Model for Laboratory Servicas (2ee LS| document QMSO01?). The 12 QSEs are building blocks
necessary to support any laboratory’s path ovarkow and laboratory disciplines. This figure represents how the 12
QSEs support a medical laboratory’s distiplir.a5 ar'd workflow for examinations.

QSEs are the foundational building block: that function effectively to support the laboratory’s path of workflow. When
a QSE is missing or poorly implerzerived, problems will occur in preexamination, examination, and postexamination
laboratory processes. For exaniplciwken the laboratory lacks processes for external assessments, there might be
problems with attaining ascrecitation status.

International guidance reiatec to the QSEs and the laboratory’s path of workflow is available. Topics include:

+ A process-basgd iaodel foi quality that any business should use to manage its operations, with information relating
directly to the QSEs*

+ Requird¢ments ior both quality management and technical operations of testing and calibration laboratories?
+ Saanaaves for quality management and technical operations in the medical laboratory environment*

QMZ17 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.
nather, it provides suggestions and examples for fulfilling the requirements.
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Overview of Changes

This guideline was revised in 2023 under the Limited Revision Process and replaces the first edition of the guideline,
which was published in 2017. Several changes were made in this edition, including:

- Adding information on virtual external assessment
- Aligning QWS17 with the updated CLSI document template

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

KEY WORDS

assessment noncompliances requirements
external assessment recommendations

organization

© © ¢ 0 0 0000000000000 00000000000 0000000000 0000000000000 000000000000 000000000000 000 0000 0

viii


https://www.stdhive.com/standards/clsi-qms172023-pdf/

Chapter @

Introduction





