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Introduction
The complexity of today’s health care environment 
reinforces the need for an infrastructure that supports the 
highest level of quality and patient safety. Quality cannot be 
taken for granted, in the laboratory. Yet many laboratories 
throughout the world operate without well-defined or even 
documented policies, processes, or procedures.

The Key to Quality 

provides guidance 

on how to establish 

or enhance your 

laboratory’s  

infrastructure with 

a QMS that supports 

continual quality 

improvement.

A quality management system (QMS) directs and controls an organization with regard 
to quality and uses a systematic and process-oriented approach essential to meet 
quality goals and objectives.

The Key to Quality workbook is designed to provide a better understanding of how a 
laboratory’s QMS can be developed. This edition revises the previous version published 
in 2007. It updates content, provides additional information on implementation, and 
offers expanded examples, checklists, and templates. It is based upon other CLSI QMS 
consensus documents and was itself developed through a consensus process. By 
using the guidance and tools in The Key to Quality, you can establish or enhance the 
infrastructure for a QMS or a methodology for continual quality improvement with  
the following outcomes:

The CLSI QMS model contains 12 fundamental building blocks known as quality system 
essentials (QSEs). The QSEs are:

• Improved patient care
•  Reduced risk of medical errors
•  Streamlined laboratory processes
•  Increased productivity and efficiency
• Reduced costs

• Organization (OR)
•  Customer Focus (CF)
• Facilities and Safety (FS)
• Personnel (PE)
• Purchasing and Inventory (PI)
• Equipment (EQ)

•  Enhanced employee abilities
•  Improved customer satisfaction
•  Compliance with regulatory and

accreditation requirements

•  Process Management (PM)
•  Documents and Records (DR)
•  Information Management (IM)
• Nonconforming Event Management (NC)
• Assessments (AS)
• Continual Improvement (CI)

The CLSI Quality Management System  
Model Overview
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Figure 1. CLSI Quality Management System Model1  

Fundamentals 
and Instructions
The CLSI QMS Model provides a solid infrastructure for 
laboratories of varying, size, scope, or specialty anywhere 
in the world. This simple model provides a management 
infrastructure that supports any type of laboratory’s 
technical operations (see Figure 1).

The model was derived by sorting the individual reference requirements from 
international standards, national regulations, and accreditation requirements 
for medical laboratories into similar groups—ie, identifying all the requirements 
for a subject such as laboratory equipment or personnel and arranging them in 
the sequential order of how they occur in the laboratory. The resulting groups of 
requirements were recognized as fundamental building blocks of quality and were 
given the title of quality system essentials (QSEs).
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Part of the Model Examples of Questions That Might Be Asked

QSE Information 
Management

•  Can the paper or electronic information system accommodate the influx of new 
records?

•  Are there any aspects of the information and examination results that have special 
confidentiality or reporting considerations (eg, sexually transmitted disease/sexually 
transmitted infection, human immunodeficiency virus)?

QSE Nonconforming Event 
Management

•  Do any changes need to be made to the existing nonconformance report form?

QSE Assessments •  What is the expected turnaround time for results and reports?
•  Are there any other indicators needed to measure how well the new instrument/

examination is functioning?
• What proficiency testing will be used to monitor the new examination method?

QSE Continual Improvement •  Is there a need to improve any existing processes to accommodate use of the new 
instrument?

If a laboratory begins examining patient samples with a new instrument before first considering all these (and other) 
questions, problems are most likely to arise that may dissatisfy internal and external customers, affect the laboratory’s 
reputation, and have legal and liability issues. In addition, the problems are likely to be costly to resolve, eroding the 
laboratory’s limited financial resources.

The QMS model enables any laboratory to design and manage its infrastructure and technical processes in a way that 
meets customer, regulatory, and accreditation requirements while providing the laboratory’s best contribution to patient 
care and safety. The resources provided in The Key to Quality are designed to help your laboratory achieve those goals.

Abbreviations: QSE, quality system essential.

Table 2 continued
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DETERMINING PRIORITIES FOR IMPLEMENTATION

Because of certain supporting relationships and interdependencies between different 
aspects of the QMS, it is necessary to implement some parts of the QMS before others. 

The information in this section provides guidance for how to 
sequence QMS or QSE implementation activities.

Prioritizing implementation activities addresses the 
QMS/QSE interdependencies and greatest risks first and 
efficiently uses resources for obtaining optimal results.

 Use a prioritization rationale to plan the order of QMS 
or QSE activities.
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for quality1.

2.

3.

Nonconforming events  
Assessments 

Customer complaints 
QC

Document 
management 

process

Communication of 
overall intent with 
respect to quality

Management 
Review

Continual 
Improvement

Staff training and 
competence

Quality Policy

Quality Report

QMS documents

Figure 2. Three Examples of QSE Interdependencies

Three examples of QSE interdependencies are represented in Figure 2 below. The first example illustrates the interdependencies 
of activities within the QSE Organization.   Communication of the overall intent with respect to quality cannot be done until the 
quality policy is developed.  The quality policy cannot be developed until the leaders’ have determined their vision for quality.  
The second example illustrates interdependencies between activities in the QSE Personnel and the QSE Documents and Records.  
Staff training and competence cannot be done until the documents from which you will train are developed.  It is not a good 
idea to develop documents until you have a process in place to manage these documents.  In the third example, activities among 
several QSEs (Continual Improvement, Organization, Nonconforming Event Management, Assessments, Customer Focus, and 
Process Management) are involved.  Continual improvement activities are evaluated, prioritized, and endorsed by management 
during management review.  Management review includes review of the quality report.  The quality report is comprised of a 
compilation of data about nonconforming events, internal and external assessments, customer complaints, and quality control.
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