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organizations. This guideline includes criteria for sele
procedures for gathering data and using the in

ards Institute consensus process, which is the mechanism for moving a document through two
the health care community, is an ongoing process. Users should expect revised editions of any given
changes in technology may affect the procedures, methods, and protocols in a standard or guideline,
tdated editions with the current editions of CLSI documents. Current editions are listed in the CLSI catalog
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Foreword
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Quality system essential (QSE) Assessments is one of the 12 QSEs described in
CLSI document QMS01* and CLSI product The Key to Quality™,* which provide
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

« Anatomic Pathology
« Chemistry

« Cytology

« Genetics

LABORATORY PATH OF WORKFLOW
PREEXAMINATION EXAVINATION POS VINATION

« Examination * Specimen < Specimen + Specimen + Examination + Examinau sults  « Laboratory + Communication ase of + Specimen
ordering collection  transport  receipt, method performance rand  results ofalertvalues  ti.alreports  management

+ Hematology

* Immunology

« Microbiology

« Transfusion Medicine
* Etc.

accessioning, selection interpretation and issua’ e of
and processing prelimir
repr

- R

Assessments QUALITY SYSTEM ESSENTIALS ontinual

nprovement

Documents and Informati Nonconforming
Records Management anag Event Management

Personnel ~and Inventc Equipment Process
Management | cement Management Management

Organization Facilities and Safety
Leadership Gl Management

Interiic and Nz! onal Regulatory and Accreditation Requirements

ee CLSI document QMS01?). The 12 QSEs are building blocks necessary to
e represents how the 12 QSEs support a medical laboratory’s disciplines

ding blocks that function effectively to support
ow. If a QSE is missing or poorly implemented,
ation, examination, and postexamination
Oratory does not measure the turnaround time
o key laboratory customers, it cannot know whether

it is meeting custo pectations for the timeliness of examination results.
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International guidance related to the QSEs and the laboratory’s path of
workflow is available. Topics include:

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

+ Requirements for both quality management and technical operations of
testing and calibration laboratories*

- Standards for quality management and technical ope
laboratory environment®

s in the medical

QSE Assessments encompasses both internal and

Internal External

Assessments

Proficiency Testing
and Alternative
Assessment

Audits and
Inspections
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® Introduction

1.1 Scope

This guideline describes how to develop and use
medical laboratory. These indicators include m
single laboratory for local use, as well as indicat
by regulatory and accreditation organizations. This
criteria for developing quantitative and qualitative indi
includes procedures for gatherin

oach to selecting, developing, interpreting,
n derived from well-designed quality indicators.

s can study these areas as a reflection of laboratory
uideline does not cover monitoring of:

ficieWCy testing (PT) (see CLSI document QMS249)
ee CLSI document EP23™7)

« Personnel competence (see CLSI document QMS03?)
« Customer satisfaction (see CLSI document QMS19°)

This guideline is also integrated into and consistent with the other CLSI
quality management documents that provide a complete approach to
implementing a laboratory QMS.
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achieving the laboratory goals. Information derived from quality indicator
data also provides objective evidence that demonstrates the laboratory’s

contribution to the organization’s goals and mission as well as fulfillment

of regulatory and accreditation requirements.

Organization mission, vision,
and strategic plan
(as applicable)

Laboratory mission, vision,
and strategic plan

Laboratory goals
1,2,and 3

One or more objectives for
each goal

Quality ind?
ob,

~findicator

Opportunities for

' Continual improvement
improvement

laboratory’s s applicable, the organization’s missions.

NOTE: The overall perspective of “Goal — Objective — Indicator — Target
— Threshold” is applied throughout the remainder of this guideline as a
logical approach for developing quality indicators and evaluating data and
information about laboratory performance.
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