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Abstract

Clinical and Laboratory Standards Institute QMS14-Ed2—Quality Mang
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by quality system essential Organization and Leadership. It preseg of thre€ organizational

dimensions (ie, cultural, structural, and functional) and provides co ory quality.
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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 that each QSE, such as Organization and Leadership, is a building block to quality and is
necessary to support any laboratory’s path of workflow from preexamination to examination to postexami

DISCIPLINES
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Figure 1. The QMS Model for Laboratd

support any laboratory’s path of workflo® ow the 12 QSEs support a medical laboratory’s
disciplines and stages of exad '

is missing or poorly i i preexamination, examination, and postexamination processes.
processes for properly installing, calibrating, and maintaining its
ere will be problems in examination processes.

? laboratory’s path of workflow is available. Topics include:

uality management and technical operations of testing and calibration laboratories?
anagement and technical operations in the medical laboratory environment*

at a laboratory’s success in implementing and maintaining a QMS depends on laboratory
e expectation that quality management is the laboratory’s “way of doing business” rather than an
added activity. Leaders should then foster a culture that supports this expectation and should also actively participate in

all aspects of managing quality.
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Active and ongoing participation of the laboratory’s leadership in defining the laboratory’s quality policy, planning for
quality, allocating resources to achieve quality goals, seeking customer feedback, and receiving and acting on information
derived from quality status reports is essential to an effective QMS. An effective QMS results in the continual
improvement of the laboratory’s service and enables the laboratory to sustain its performance improvements, thereby
more consistently meeting the needs of its customers.

To impress upon laboratory leaders the importance of their role in quality, regulatory and accreditation organizations
have specific requirements for laboratory leadership. Leadership requirements can be stated explicitly as leg
standards or can be implicit and integrated with other requirements. When a laboratory documents its i
for leadership in policies and transforms the stated intent into action through its procesges and proced
requirements (summarized in CLSI QMSO01?) can be met.

This guideline assists laboratories in meeting leadership requirements for their QMS. A co
three organizational dimensions (ie, cultural, structural, and functional) is introduced, and con
laboratory quality is provided for each dimension. This guideline’s content was developed to enh
of leadership at shaping (ie, designing, implementing, and maintaining) the quality
thereby supporting leaders in fulfilling their QMS roles and responsibilities.

This guideline presents the leadership requirements described in QSE Organj
enable the successful development, implementation, and/or maintenance

+ Aquality policy
+ An appropriate scope of services

+ An organizational structure to ensure quality

+ Roles and responsibilities to carry out the work pr d activities O
+ An appropriately designed and integrated QM
« A process for resource management in su ision of laboratory services
+ A process for quality planning

+ A process for review of performag
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Overview of Changes

This guideline was revised in 2024 under the limited revision process and replaces the 1st edition of the guideline, which
was published in 2012. Several changes were made in this edition, including:

+ Aligning content to the content in the current edition of CLSI QMSO01*

+ Eliminating content now covered in CLSI documents that did not exist when this guideline was published in 2012.

« Aligning CLSI QMS14 to the updated CLSI document template.

KEY WORDS

communication management review
good professional practice organization
leadership responsibilities quality culture
leadership roles quality manager
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© Introduction

1.1 Scope

This guideline can be used by organizations and individuals involved in managing or operating pr
examination, and postexamination laboratory processes. It is applicable to:

+ Medical laboratories

- Blood gas laboratories

+ Blood donor and pretransfusion testing laboratories
« Public health laboratories

+ Clinical research laboratories

her CLSI docu
pn organization

This guideline does not describe, in detail, topics and content coveg . In addition, it does
not reference requirements specific to any regulatory agency or accré suggestive and
not prescriptive in approach. It is not a comprehensive instructi bncepts discussed,

QMS, allocate resources, or create quality policies, pr

The concepts, descriptions, and examples provi
of service, and organizational structure. Thi
comprehensiveness and stage of develop

1.2 Background

The competence with g : i he role of “quality leader” and the attention paid
to leadership responsj es a laboratory’s success in realizing the full benefits
g full benefit of a QMS can be visualized as a laboratory that

ion, “Quality begins at the top,” acknowledges that the laboratory’s leaders have
ities in shaping the organizational dimensions relevant to managing and sustaining
-based requirements, as represented by QSE Organization and Leadership, reflect
the ne anizational dimensions if laboratories are to maintain highly effective and efficient
sses that consistently meet customers' needs. The organizational dimensions are:

« Cultural
« Structural

+ Functional
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Quality policy

Formal
organizational
structure

Roles and responsibilities

Functional departments

Legal identit,

Figure 5. Laboratory Org

5.1

that verifies the laboratory’s existence as a legal entity, as well as its
(eg, hospital, commercial laboratory, physician’s office) or subsidiaries, where

entity. When appropriate, leaders should consider the implications and requirements of the
and ensure that the laboratory meets those requirements. Factors that frequently influence

requireme ut a laboratory’s legal identity include:

C location (ie, national, state, or local requirements)

- Type and complexity of examinations

- Scope of services
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