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Clinical and Laboratory Standards Institute 
Setting the standard for quality in clinical laboratory testing around the world.

The Clinical and Laboratory Standards Institute (CLSI) is a not-for-profit membership organization that brings 
together the varied perspectives and expertise of the worldwide laboratory community for the advancement of 
a common cause: to foster excellence in laboratory medicine by developing and implementing clinical laboratory 
standards and guidelines that help laboratories fulfill their responsibilities with efficiency, effectiveness, and global 
applicability. 
 
Consensus Process

Consensus—the substantial agreement by materially affected, competent, and interested parties—is core to the 
development of all CLSI documents. 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 accept the resulting agreement.  
 
Commenting on Documents

CLSI documents undergo periodic evaluation and modification to keep pace with advancements in technologies, 
procedures, methods, and protocols affecting the laboratory or health care.

CLSI’s consensus process depends on experts who volunteer to 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. 

Comments on published CLSI documents are equally essential, and may be submitted by anyone, at any time, on 
any document. All comments are addressed according to the consensus process by a committee of experts. 
 
Appeals Process

If it is believed that an objection has not been adequately addressed, the process for appeals is documented in the 
CLSI Standards Development Policies and Process document.

All comments and responses submitted on draft and published documents are retained on file at CLSI and are 
available upon request. 

Get Involved—Volunteer!
Do you use CLSI documents in your workplace? Do you see room for improvement? Would you like to get  
involved in the revision process? Or maybe you see a need to develop a new document for an emerging 
technology? CLSI wants to hear from you. We are always looking for volunteers. By donating your time and talents 
to improve the standards that affect your own work, you will play an active role in improving public health across 
the globe.

For further information on committee participation or to submit comments, contact CLSI.

Clinical and Laboratory Standards Institute
950 West Valley Road, Suite 2500 
Wayne, PA 19087 USA 
P: 610.688.0100
F: 610.688.0700
www.clsi.org
standard@clsi.org
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Foreword

The increasing awareness of the costly personal and 
economic impact of medical errors has focused a spotlight 
on quality management in health care services. In the 
present environment of limited resources, quality cannot 
be taken for granted by those who fund, receive, and 
provide laboratory services. Our historical perspective—
of quality control and quality assurance as defining 
quality—needs to be superseded by a more global view 
of internationally accepted quality activities applied to a 
laboratory’s scope of work.

This document revises a model, first published in 1999 by the National Committee for 
Clinical Laboratory Standards (NCCLS), that assists laboratories with implementation 
and maintenance of an effective quality management system (QMS). This model is 
based on and contains the QMS requirements specified by international, national, 
and accreditation organizations for laboratory services.1-12 

The driving force behind the original version of this guideline was the publication 
in 1995 of a model13  that provided blood banks and transfusion services with a 
simple way to categorize all the many regulatory and accreditation requirements 
applicable to them, such as the Clinical Laboratory Improvement Amendments of 
1988, the Food and Drug Administration Good Manufacturing Practice, The Joint 
Commission, the College of American Pathologists, and AABB. Persons in hospital-
based blood banks and transfusion services quickly saw the applicability of the 
quality system model to the other medical laboratory disciplines for all the regulatory 
and accreditation requirements for which laboratories were accountable at the 
time. New requirements for laboratories, such as those in the international medical 
laboratory standard ISO 15189,1 have been included in their respective portions of the 
model. As additional requirements are published in the future, they will continue to 
be incorporated into subsequent editions of this guideline.

It is true that other interpretations can be made of QMS requirements. However, 
this consensus document is intended as a sound, practical, and user-friendly 
interpretation that can be easily implemented in any laboratory. This guideline 
will assist an interested laboratory that seeks to obtain accreditation to relevant 
standards.

QMS01 is a practical guide for medical laboratories that provide quality-based 
services. It can be used along with other quality-related documents to design the 
system foundation necessary to achieve total quality management. 

A hierarchy defining stages of quality14 synthesized from the concepts of 
acknowledged quality experts15,16 is described in Table 1. An analogy for the stages of 
quality is a ladder. A laboratory can best obtain the next higher stage by mastering 
the preceding one, ultimately reaching the top rung. The shaded row in Table 1 
indicates the level of laboratory quality for which this guideline presents a model for 
achievement.
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Examination processes

Path of workflow

Postexamination processes
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Quality
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Quality cost management
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Total quality management
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An integrated QMS provides an opportunity to deliver consistent, high-quality, 
and cost-effective laboratory services. Where governmental and accreditation 
compliance apply, having a QMS will simplify this process.

Although some laboratories are working successfully at the level of a QMS (the 
shaded cells in Table 1), in much of the world, many laboratories are operating at 
or below the stage of quality assurance. The need to upgrade to a QMS approach 
has become evident from worldwide reports that describe medical errors in 
present-day health care systems,18-20 and from reports of the cost of both good and 
poor quality on laboratory operations.21  The best contribution a laboratory can 
make to reduce errors that can or may cause harm is to understand and document 
its processes, train staff to perform processes competently, identify problematic 
processes, and improve processes where problems exist. 

The foundation of a QMS, with operations under control, provides a platform for 
continuous improvement and further transition up the quality hierarchy. 

QMS01-A4 introduces 12 building blocks of quality (referred to as quality system 
essentials [QSEs]) to create the management foundation needed to support the 
laboratory’s path of workflow, from a request for a laboratory service through 
providing the laboratory report. 

With leadership commitment to building a QMS, a platform for continuous 
improvement and further progress toward overall Total Quality Management is 
established.

        note:
If a laboratory implements 
the QMS model described in 
this guideline, the following 
outcomes are greatly 
enhanced:

  Ability to reduce or eliminate 
	 error

  Likelihood of meeting 
	 customer expectations 

  More effective and efficient 
	 operations

  Potential for successful 
	 governmental and  
	 accreditation assessments

  Sustainable attainment of 
	 quality objectives

Stage Activities Performed

Total Quality Management Management approach centered on sustained high quality, by 
focusing on long-term success through customer satisfaction

 Quality Cost Management Measurement system for the economic aspects of the “cost of 
quality”

Quality Management System Systematic process-oriented approach to meeting quality 
objectives

Quality Assurance Planned and systematic activities to provide confidence that an 
organization fulfills requirements for quality

Quality Control Operational process control techniques to fulfill quality 
requirements for regulatory compliance and accreditation17 

Table 1. Stages of Quality. The QMS (shaded) is a major level in the health care quality hierarchy and forms the basis for 
this document.14
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Overview of Changes From GP26-A3

This document combines and replaces the previous edition of the approved 
guideline, GP26-A3, published in 2004, and the second edition of CLSI document 
HS01, also published in 2004. Several changes were made in this edition including 
the following:

  Reunification of the information about the QSEs with the information about 
the laboratory’s path of workflow

  Alignment with any 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 laboratory QMS

This is a preview of "CLSI QMS01-A4". Click here to purchase the full version from the ANSI store.

https://webstore.ansi.org/Standards/CLSI/CLSIQMS01A4?source=preview


x

Number 15 QMS01-A4

This page is intentionally left blank.  

This is a preview of "CLSI QMS01-A4". Click here to purchase the full version from the ANSI store.

https://webstore.ansi.org/Standards/CLSI/CLSIQMS01A4?source=preview


 

     

 

   

   

   

 

11 	 Scope
  	Document scope and applicable 

exclusions

12 	 Introduction
  	Introductory and background 

information pertinent to the 
document content

13 	 Terminology
  	Terms and definitions used in the 

document

  	Abbreviations and acronyms used 
in the document

Introductory Chapters
These chapters include:

This is a preview of "CLSI QMS01-A4". Click here to purchase the full version from the ANSI store.

https://webstore.ansi.org/Standards/CLSI/CLSIQMS01A4?source=preview

