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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
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Figure 1. The QWS Model for Laboratory es (see CLSI QN ). The 12 QSEs are building blocks necessary to
support any laboratory’s pa{assim gure represents how the 12 QSEs support a medical laboratory’s

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

hat can help laboratories implement a management review process and meet international
and accreditation requirements.?*2 CLSI QWMS29 is not a standard; that is, this guideline does

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

CLSI QMS29 helps laboratories develop, implement, and maintain a management review process.
describes the purpose of management review and includes detailed descriptions of the develop
management review process, preparation of review materials, performance of View, recorq
and outcomes, and follow-up actions taken. Ideas for how to present data and i
review materials as well as templates for recording management reviews are also

organizations could also benefit from the guidance provided.

CLSI QMS29 does not include QMS information, eg, continual improve
management review (see CLSI QMS06%).

1.2 Background

Management review provides an ongoing assessment ectives and identifies
areas for improvement. In addition, the review shoul

laboratory’s strategic direction and vision or if reysi

1.3 Terminology

CLSI, as a global leader in on, i mitted to achieving global harmonization whenever
possible. Harmonizatiog izi standing, and explaining differences while taking steps
to achieve worldwide ' dical conventions in the global metrological community
have evolved differen regions and that legally required use of terms, regional usage,
t considerations in the harmonization process. CLSI recognizes

sensus process focuses on harmonization of terms to facilitate
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© Management Review Process Activities
Management review contains the series of activities represented in Figure 2 and additionally described in this
chapter.

3.1 Management Review Process

The management review process starts with preparing materials for the review. The inputs are the i
that is shared during the process, and the outputs are the decisions and outcomes that are recordg
evidence of the review and follow-up of identified actions. Figure 2 illustrates the management

Schedule indicates upcoming
management review

y

Subchapter 3.2 Management review is prepa

Subchapter 3.3  MVERGEEENE I ~onducte.

ind outcomes

Subchapter 3.4 ‘arded

Subchapter 3.5 v-up actions ar. .aken ceenn

2 Three basic symbols are used in t

eginning or end of a process), arrow (connects process activities), box
(designates process activities).

Pt activities in the management review process. A consistent approach
ement review is effective. The format of the review can be completed through a
person) or a series of meetings or, in a well-established system, through sharing

le 3 presents a comparison of management review formats (ie, a meeting vs a review
g reports).
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