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described in this guideline. 
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Clinical and Laboratory Standards Institute 
Advancing Quality in Health Care Testing 
 
Clinical and Laboratory Standards Institute (CLSI) is an 
international, interdisciplinary, nonprofit, standards 
developing, and educational organization that promotes the 
development and use of voluntary consensus standards and 
guidelines within the health care community. We are 
recognized worldwide for the application of our unique 
consensus process in the development of standards and 
guidelines for patient testing and related health care issues. 
Our process is based on the principle that consensus is an 
effective way to improve patient testing and health care 
services. 

In addition to developing and promoting the use of voluntary 
consensus standards and guidelines, we provide an open and 
unbiased forum to address critical issues affecting the quality 
of patient testing and health care. 

PUBLICATIONS 
A document is published as a standard, guideline, or report. 

Standard  A document developed through the consensus 
process that clearly identifies specific, essential requirements 
for materials, methods, or practices for use in an unmodified 
form. A standard may, in addition, contain discretionary 
elements, which are clearly identified. 

Guideline A document developed through the consensus 
process describing criteria for a general operating practice, 
procedure, or material for voluntary use. A guideline may be 
used as written or modified by the user to fit specific needs. 

Report  A document that has not been subjected to consensus 
review and is released by the appropriate consensus 
committee. 

CONSENSUS PROCESS 
 

CLSI’s voluntary consensus process establishes formal criteria 
for the following: 
 

• Authorization of a project 
• Development and open review of documents 
• Revision of documents in response to users’ comments  
• Acceptance of a document as a consensus standard or 

guideline 
 

Invitation for Participation in the Consensus Process 
 

Core to the development of all CLSI documents is the 
consensus process. Within the context and operation of CLSI, 
voluntary consensus is substantial agreement by materially 
affected, competent, and interested parties that may be 
obtained by following the consensus procedures defined in             

CLSI’s Administrative Procedures. It does not always 
connote unanimous agreement, but does mean that the 
participants in the development of a consensus document 
have considered and resolved all relevant objections and 
are willing to accept the resulting agreement. CLSI 
documents are expected to undergo evaluation and 
modification in order to keep pace with advancements in 
technologies, procedures, methods, and protocols 
affecting the laboratory or health care.  
 

Comments on Draft Documents  
 

CLSI’s voluntary consensus process depends on experts 
who serve as contributing authors and/or as participants 
in the reviewing and commenting process. At the end of 
each comment period, the committee that developed the 
document is obligated to review all comments, respond 
in writing to all substantive comments, and revise the 
draft document as appropriate. All comments along with 
the committee’s responses are retained on file at CLSI 
and are available upon request.    
 

Comments on Published Documents 
 

The comments of users of published CLSI documents 
are essential to the consensus process. Anyone may 
submit a comment. All comments are addressed 
according to the consensus process by a committee of 
experts. A summary of comments and committee 
responses is retained on file at CLSI and is available 
upon request. Readers are strongly encouraged to 
comment at any time on any document.  
 

APPEALS PROCESS 
 

CLSI consensus procedures include an appeals process 
that is described in detail in Section 8 of the 
Administrative Procedures.  
 

VOLUNTEER PARTICIPATION 
Health care professionals in all specialties are urged to 
volunteer for participation in CLSI projects.  
 

For further information on committee participation or to 
submit comments, contact CLSI. 
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Abstract 
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Approved Guideline—Third Edition includes written and graphic descriptions of fundamental processes and common supporting 
elements in a continual improvement program. It provides the user with definitions, concepts, models, and tools for implementing 
an effective program. The fundamental processes include identifying opportunities for improvement (OFIs); selecting an 
opportunity; generating solution(s); implementing solution(s); evaluating the effect of solution(s); and integrating and sustaining 
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Foreword 
 
Continual improvement (CI), as one of the QSEs, is critical to optimizing the effectiveness of a QMS and 
sustaining quality. Described in this document are common supporting elements and fundamental 
processes of a CI program. The common supporting elements are applied throughout all the improvement 
processes. The CI processes may occur in order, as discussed in this guideline, or individually, depending 
on the need of the organization and type of improvement initiative. 
 
Although quality professionals may differ on various CI definitions, concepts, models, and tools, the 
attempt of this guideline is to consolidate the vast amount of information available, while remaining 
nonprescriptive. This guideline encourages using an organized systematic approach to CI so that optimal 
outcomes are achieved for the efforts expended.  
 
CI is one of the 12 quality system essentials (QSEs) described in CLSI document GP26,1 which describes 
a structured approach to organizing, creating, and maintaining the necessary information for the QSEs. 
The quality management system model depicted in Figure 1 demonstrates how each QSE, such as CI, is a 
building block to quality and is necessary to support any laboratory’s path of workflow from 
preexamination to examination to postexamination. This document is designed to guide the user in the 
development and implementation of a CI program. 

 
Figure 1. The Quality Management System Model1    
 
If a QSE is missing or not well implemented, problems may occur in either or all preexamination, 
examination, and postexamination laboratory activities. For example, when the laboratory lacks defined 
processes for properly installing, calibrating, and maintaining its analyzers so they work effectively, there 
are problems in examination processes.  
 
The requirements for QSE Continual Improvement can be summarized as: 
 
• Participation in quality improvement activities at the organizational level 
• Use of a defined strategy for CI 
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Overview of Changes From GP22-A2 
 
This document replaces the second edition of the approved guideline GP22-A2, which was published in 
2004. Several changes were made in this edition, including the following: 
 
• Expansion of the five key quality system components to a CI program that includes discussion on CI 

fundamental processes and CI common supporting elements 
 
• Alignment with new or changed international, national, and accreditation requirements for 

laboratories since the last version of this guideline 
 
• Additional examples of documents and forms that can be used or modified as needed for 

implementing a CI program 
 
Key Words 
 
Continual improvement (CI), continuous quality improvement (CQI), problem solving, process 
improvement, quality, quality assessment, quality assurance (QA), quality improvement (QI), quality 
management system (QMS), total quality management (TQM) 
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Quality Management System: Continual Improvement; Approved 
Guideline—Third Edition 

 
1 Scope  
 
This guideline includes written and graphic descriptions of the fundamental processes and common 
supporting elements in a continual improvement (CI) program. It provides the user with definitions, 
concepts, methods, and tools for implementing an effective program and meeting applicable 
requirements. The CI fundamental processes include the following:   
 
• Identifying opportunities for improvement (OFIs)  
• Selecting an opportunity  
• Generating solution(s) 
• Implementing solution(s) 
• Evaluating effect of solution(s) 
• Integrating and sustaining improvement(s) 
 
The CI common supporting elements include, but are not limited to: 
 
• Management review 
• Teamwork 
• Improvement models and tools 
• Documents and records 
• Change management 
• Risk management 
• Communication 

 
This guideline is intended for use by all organizations and individuals involved in the management or 
execution of preexamination, examination, and postexamination phases of the medical laboratory. This 
document may be applicable to other laboratories and nonlaboratory settings.   
 
This guideline is not meant to be prescriptive nor a comprehensive instructional manual for using the 
tools described. It does not address content and detail covered in other CLSI documents nor requirements 
specific to any regulatory or accrediting organization. 
 
2 Introduction  
 
A CI program is essential to an effective quality management system (QMS). This document provides 
guidance on how to approach improvement initiatives in a systematic and organized manner that produces 
sustainable outcomes. Definitions, concepts, methods, and tools discussed in this guideline were selected 
based on the level of common use within quality professions and are not meant as inclusive nor 
prescriptive.  
 
CI, as described in Figure 2, consists of interrelated fundamental processes that can occur in a continuous 
manner along with common supporting elements that enable each process.  
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