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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 to the
development of all CLSI documents. It does not always connote unanimous agreement but does mean that the
participants in the development of a consensus document have considered and resolved all relevant objections
and accept the resulting agreement.

Commenting on Documents

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

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

the document is obligated to review all comments, respond in writing to all 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 to the consensus process by a committee of experts.

Appeal Process

When it is believed that an objection has not been adequately considered and responded to, the process for
appeal, documented in the CLSI Standards Development Policies and Processes, is followed.

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

Get Involved—Volunteer!

Do you use CLSI documents in your workplace? Do you see room for improvement? Would you like to get

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

For additional information on committee participation or to submit comments, contact CLSI.

Clinical and Laboratory Standards Institute
950 West Valley Road, Suite 2500

Wayne, PA 19087 USA

P: +1.610.688.0100

F: +1.610.688.0700
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Abstract

Clinical and Laboratory Standards Institute guideline QMS01—A Quality Management System Model for Laboratory
Services provides the necessary background information and infrastructure to develop a quality management system
that meets the laboratory’s quality objectives and is consistent with the quality objectives of health care services.

This guideline provides a structure for a comprehensive, systematic approach to building quality into the laboratory’s
processes, assessing the laboratory’s performance, implementing quality improvements, and assisting in preparing for or
maintaining accreditation.

Clinical and Laboratory Standards Institute (CLSI). A Quality Management System Model for Laboratory Services. 5th ed.
CLSI guideline QMSO01 (ISBN 978-1-68440-043-0 [Print]; ISBN 978-1-68440-044-7 [Electronic]). Clinical and Laboratory
Standards Institute, 950 West Valley Road, Suite 2500, Wayne, Pennsylvania 19087 USA, 2019.
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Foreword

Increased awareness of the costly personal and economic effects of medical errors
has underscored the importance of managing quality in health care services. In the
present environment of limited resources, quality cannot be taken for granted by
those who fund, receive, or provide laboratory services. The historical perspective
of quality control and quality assurance as defining quality needs to be superseded
by a more comprehensive view of internationally accepted quality practices
applied to a laboratory’s entire scope of work.

This guideline is intended as a reliable, practical, and easily understood perspective
that can be implemented in any laboratory.

QMSO01 is a guideline that can help laboratories implement a QMS to achieve
quality laboratory services and meet international standards and regulatory and
accreditation requirements. QWSO1 is not a standard; that is, this guideline does
not set requirements for implementing a QMS. Rather, it reorganizes existing
requirements for medical laboratories into a more understandable approach. It
can be used along with other quality-related documents to design the foundation
necessary to achieve an efficient, effective, and sustainable QMS.

A NOTE:

QMSO01 is not a standard; it
simply reorganizes existing
requirements in a more
understandable way.
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