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Quality system essential (QSE) Nonconforming Event (NCE) Management is
one of the 12 QSEs described in CLSI document 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, such
as NCE Management, is a building block to quality and is necessary to support
any laboratory’s path of workflow from preexamination to examination to
postexamination.

DISCIPLINES

« Chemistry

« Hematology

« Microbiology

« Transfusion Medicine

LABORATORY PATH OF WORKFLOW

PREEXAMINATION EXAMINATION I TEXAMINATION
* Order «Sample » Sample *Receive  «Examination e+ Review * Repc nple
Collection  Transport and and Release  Management
Process Interpretation

+ Anatomic Pathology
« Cytology

« Immunology

« Genetics

« Etc.

Assessments QUALITY SYSTEM ESSENTIALS S

Documents Informatic Nonconforming
and Records Manage ? Event Management

Purchasing

Personnel IInventory Equipment FIBEEES

Management

Organizatic Customer k Facilities and Safety

terna National - Regional « Local « Organizational Requirements

ated to the QSEs and the laboratory’s path of workflow
is described in selec ternational Organization for Standardization (ISO)

efines a process-based model for quality that any business
nage its operations—the information relates directly to the QSEs.
ISO 17025° specifies requirements for both quality management and technical
operations of testing and calibration laboratories. ISO 15189* defines standards
for quality management and technical operations in the medical laboratory
environment.

should use
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This chapter includes: |
» Document scope and applicable » Terms anddefinitions Uscd in the
exclusions document

» Background information pertinenttothe  » Abbreviations and aefon used in the
document content d ent

» “Note on Terminology” that highlights
particular use and/or variation in use of
terms and/or definitions
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o IMPORTANT NOTE:

This guideline is intended to
supplement, but not replace,
an organization’s established
risk management or patient
safety program.

An NCE management program
is based on principles of

quality management, risk
management, and patient
safety.

which leads to improved
patient safety.
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Introduction

Scope

This guideline is intended for use by individuals in a lab
establishment and maintenance of an internal non
management program that includes:

> Responding to an event that does not co
established policies, processes, and/or proce

» Responding to an event that does not follow est
policies, processes, and/of

» Monitoring events through
review, and continyaisim

ment’s commitment to removing the causes. As the words
suggest, NCEs do not conform with the organization’s established policies,
processes, or procedures, or to applicable regulatory or accreditation
requirements. NCEs also have the potential to affect patient safety or the
efficiency and effectiveness of work operations.

NCE management is linked to the laboratory’s and health care
organization’s risk management program because it provides information
on systemic service problems that could pose legal or financial risk issues
for the organization.

NCE management is also linked to quality management. Removal of root
causes of NCEs leads to improved quality, which leads to improved patient
safety.
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Clinical and Laboratory Standards Institute (CLSI) subscribes to a quality management system (QMS) approach in the
development of standards and guidelines, which facilitates project management; defines a document structure using
atemplate; and provides a process to identify needed documents. The QMS approach applies a core set of “quality

system essentials” (QSEs), basic to any organization, to all operations in any health care service’s path of workflow (ie,

Organization Personnel Process Management
Customer Focus Purchasing and Inventory ~Documents and Records
Facilities and Safety Equipment Information Management Continua

QMS11 addresses the QSE indicated by an “X.” For a description of the other dg
the Related CLSI Reference Materials section on page 114.

ments listed in the gri

vent

and Recor

Organization
Customer Focus
Personnel

Facilities and Safety
Jme.

Assessments
Continual Improvement

Information Manageme:
Nonconformir
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Related CLSI Reference Materials*
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QMmso1

QMS06

QMS12

QMS14

Qms20

Quality Management System: A Model for Laboratory Services. 4th ed., 2011. This document
provides a model for medical laboratories that will assist with implementation and maintenance of an
effective quality management system.

Quality Management System: Continual Improvement. 3rd ed., 2011. This ine considers
continual improvement as an ongoing, systematic effort that is an essential co
management system. A continual improvement program may consist of fun

common supporting elements described in this guideline.

Laboratory Quality. 1st ed., 2010. This document provides
indicators and their use in the medical laboratory.

services, and financial we

* CLSI documents are continually reviewed and revised through the CLSI consensus process; therefore, readers should refer to the most

current editions.
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