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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.

Consensus Process

Consensus—the substantial agreement by materially affected, competent, and interested parties—is core o tha
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

CLSI documents undergo periodic evaluation and modification to keep pace with advance in technologies,
procedures, methods, and protocols affecting the laboratory or health care.

CLSI’s consensus process depends on experts who volunteer to serve as cgiitributing authors and/or as participants
in the reviewing and commenting process. At the end of each comment pcrior, the committee that developed

the document is obligated to review all comments, respond in writing to !l substantive comments, and revise the
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
appeal, documented in the CLSI Standards Lewe.lopment Policies and Processes, is followed.

All comments and responses submiftea ar/draft and published documents are retained on file at CLSI and are
available upon request.

Get Involved—Volunteer!

Do you use CLSI docume ntstin your workplace? Do you see room for improvement? Would you like to get

involved in the revisitn piacess? Or maybe you see a need to develop a new document for an emerging
technology? CLSkwants to hear from you. We are always looking for volunteers. By donating your time and talents
to improve thestandards that affect your own work, you will play an active role in improving public health across
the globe

For a¢lditianal information on committee participation or to submit comments, contact CLSI.

CUniclil and Laboratory Standards Institute
P: +1.610.688.0100

: +1.610.688.0700

www.clsi.org

standard@clsi.org
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Clinical and Laboratory Standards Institute QMS29—Management Review describes tie piirpose and process for
management review, including who should be involved, how it can be conducted, inputs, and the decisions and
outcomes for action once the management review is completed.

Clinical and Laboratory Standards Institute (CLSI). Management Review. 1951 ¢=LSI guideline QMS29 (ISBN 978-1-68440-
214-4 [Print]; ISBN 978-1-68440-215-1 [Electronic]). Clinical and Laboratory Standards Institute, USA, 2024.

The Clinical and Lauwratory Standards Institute consensus process, which is the mechanism for moving a document through two
or more levels of raview by the health care community, is an ongoing process. Users should expect revised editions of any given
document. Because 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 y ~u.or your organization is not a member and would like to become one, or to request a copy of the catalog, contact us at:
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Management review is a component of the Organization and Leadership quality system essential (QSE). Organization and
Leadership is one of the 12 QSEs described in CLSI QMS01,* which provides the necessary background information and
guidance to develop and maintain a QMS. The QMS model depicted in Figure 1 demonstrates how each QSE is a building
block to quality and is necessary to support any laboratory’s path of workflow from preexamination to examination to
postexamination.

DISCIPLINES

« Anatomic Pathology
« Chemistry

« Cytology

CanEits PREEXAMINATION
+ Hematology

« Immunology

« Microbiology

« Transfusion Medicine
« Etc.

LABORATORY PATH OF WORKFLOW
EXAMINATION

+ Examination + Specimen « Specimen + Specimen « Examination + Examination < Results « Laboratory
ordering collection  transport  receipt, method performance review and results
accessioning, selection follow-up interpretation
and processing

Assessments

Documents and
Records Management

Personnel
Management

Organization and

Management

Information
Management

Supplier and Inventory Process

Management

Facilities and Safety

Cusigmel

Leadership Management

International and National Regyla and Accreditation Requirements

Figure 1. The QMS Model for Laboratory Servicas (See*CLSI QMS01?). The 12 QSEs are building blocks necessary to
support any laboratory’s path of workflow. THis Aguie represents how the 12 QSEs support a medical laboratory’s
disciplines and stages of examination.

QSEs are the foundational building blocks that function effectively to support the laboratory’s path of workflow. When a
QSE is missing or poorly implemerted, problems occur in preexamination, examination, and postexamination processes.

International guidance for thelQSc=.241d the laboratory’s path of workflow is available. Topics include:

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

+ Requirementsror hoth quality management and technical operations of testing and calibration laboratories®
+ Standards fcrquality management and technical operations in the medical laboratory environment*

CLSI QMS22 is a guideline that can help laboratories implement a management review process and meet international
stanaards aid regulatory and accreditation requirements.?*2 CLSI QMS29 is not a standard; that is, this guideline does
novset requicements for implementing a management review process. Rather, it provides suggestions and examples for
fuilling the requirements.

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.
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© Introduction

1.1 Scope

CLSIQMS29 helps laboratories develop, implement, and maintain a management review process. This guideline
describes the purpose of management review and includes detailed descriptions of the development of a
management review process, preparation of review materials, performance of the review, recording of decisions
and outcomes, and follow-up actions taken. Ideas for how to present data and information in management
review materials as well as templates for recording management reviews are also discussed.

CLSI QMS29 is designed primarily for use in medical laboratories; however, the concepts are generic and can
be applied to research, public health, environmental, and veterinary laboratories. Regulatory and accreditation
organizations could also benefit from the guidance provided.

CLSI QMS29 does not include QMS information, eg, continual improvement (Cl) that might provide data for
management review (see CLSI QMS06%).

1.2 Background

Management review provides an ongoing assessment of a laboratory’s QMS and quality objectives and identifies
areas for improvement. In addition, the review should assess whether the QMS supports the organization’s and
laboratory’s strategic direction and vision or if revision is warranted. Laboratories that have implemented a QMS
need to routinely assess the processes within the path of workflow and each quality system essential (QSE).
Management review is scalable to any-size laboratory. Leadership and personnel should discuss the information
presented and record the decisions and action items.

1.3 Terminology

CLSI, as a global leader in standardization, is firmly committed to achieving global harmonization whenever
possible. Harmonization is a process of recognizing, understanding, and explaining differences while taking steps
to achieve worldwide uniformity. CLSI recognizes that medical conventions in the global metrological community
have evolved differently in different countries and regions and that legally required use of terms, regional usage,
and different consensus timelines are all important considerations in the harmonization process. CLSI recognizes
its important role in these efforts, and its consensus process focuses on harmonization of terms to facilitate

the global application of standards and guidelines. Table 1 is provided to clarify the intended interpretations of
common terms.
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