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Abstract
CLSI QMS25—Handbook for Developing a Laboratory Quality Manual is a useful tool for laboratories beginning to 
implement a QMS or those looking for a new perspective on laboratory quality management. CLSI QMS25 contains 
answers to commonly asked questions about quality manuals, suggestions for elements to include, useful appendixes, 
and templates for preparing quality management policies. Information in CLSI QMS25 aligns with the QMS approach 
published in CLSI QMS01.1

CLSI. Handbook for Developing a Laboratory Quality Manual. 2nd ed. CLSI product QMS25 (ISBN 978-1-68440-338-7 
[Print]; ISBN 978-1-68440-339-4 [Electronic]). Clinical and Laboratory Standards Institute, USA, 2026.

The CLSI consensus process, which is the mechanism for moving a document through 2 or more levels of review by the 
health care community, is an ongoing process. Users should expect revised editions of any given document. Because 
rapid changes in technology may affect the procedures, methods, and protocols in a standard or guideline, users 
should replace outdated editions with the current editions of CLSI documents. Current editions are listed in the CLSI 
catalog and posted on our website at www.clsi.org.

If you or your organization is not a member and would like to become one, or to request a copy of the catalog, contact us at:

P: +1.610.688.0100     F: +1.610.688.0700     E: customerservice@clsi.org     W: www.clsi.org
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Foreword

A quality manual provides laboratory leadership, personnel, and accreditors with a description of the laboratory’s QMS, 
ie, the intent for how the laboratory will:

•	 Ensure quality.

•	 Practice good quality management.

•	 Meet regulatory, accreditation, and customer requirements.

Included in CLSI QMS25 are:

•	 Answers to the most commonly asked questions about a quality manual

•	 Guidance on how to develop a quality manual

•	 Templates for organizing laboratory management information into easily understood policies, processes, and 
procedures for each quality system essential (QSE)

•	 Examples of flow charts for QSE processes

•	 Example of a procedure for a QSE process

Overview of Changes
CLSI QMS25-Ed2 replaces CLSI QMS25-Ed1, published in 2017. Several changes were made in this edition, including:

•	 Revising the Foreword and terminology subchapter to align with the current template

•	 Removing definitions that are now maintained in the CLSI Harmonized Terminology Database Quality Glossary

•	 Updating references to existing CLSI documents and inserting references to new CLSI documents

•	 Updating content to align with CLSI QMS011

NOTE: The content of CLSI QMS25 is supported by the CLSI consensus process and does not necessarily reflect the views 
of any single individual or organization.

key words
quality manual quality objectives quality policySa
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CLSI QMS25-Ed2

Handbook for Developing a Laboratory Quality Manual

11 	 Introduction
1.1	 Scope

CLSI QMS25 provides a structured means for laboratory management and personnel to develop a quality manual 
for the first time or to restructure and revise a quality manual from a laboratory’s existing administrative and 
quality documents. CLSI QMS25 can be used by:

•	 New and current laboratory management personnel to learn about the QMS policies, processes, and 
procedures in their laboratory

•	 Laboratory quality managers for developing needed quality processes, procedures, and forms and for 
ensuring effective implementation of the QMS

•	 Medical laboratories

•	 Blood gas laboratories

•	 Blood donor and pretransfusion testing laboratories

•	 Clinical research laboratories

•	 Veterinary laboratories

Applicable portions of CLSI QMS25 can also assist public health and environmental laboratories meet 
international and national requirements for a quality manual.2,3

1.2	 Background
Laboratories dutifully write and maintain “procedures manuals” to provide instructions to personnel on how 
to do their work and how to comply with regulatory and accreditation requirements. These manuals contain 
documents that describe the laboratory’s technical work activities, which range from collecting specimens from 
patients to reporting laboratory examination results. Although there is no requirement for a procedures manual 
for management personnel, the laboratory usually maintains a large “administrative manual” that contains 
various policies, memoranda, and other documents describing nontechnical work and organizational information. 
These manuals are often not arranged in a useful fashion and are not typically used for training new laboratory 
supervisory and management personnel about laboratory quality.

Creating a quality manual provides a means for describing and documenting the laboratory’s QMS. In addition, 
the manual organizes laboratory administrative and management information in a useful way for training new 
management and supervisory personnel, for orienting personnel to the QMS, and for meeting regulatory and 
accreditation requirements. CLSI QMS25 guides the laboratory in developing a quality manual. The manual in CLSI 
QMS25 reflects the CLSI QMS described in CLSI QMS01.1

A QMS is a system for designing, implementing, maintaining, and managing quality in an organization and 
demonstrates management’s commitment to quality to all personnel. It outlines the framework in which the 
organization continually monitors its processes, identifies problems, improves processes, and ensures quality 
is built into the services provided. Implementing a QMS enhances the opportunity to deliver consistent, high-
quality, and cost-effective examinations, products, and services.
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CLSI membership lets you directly impact best practice 
standards used to improve patient care worldwide—standards 
you use every day. Membership provides you with standards 
access, volunteering opportunities, influence in the standards 
development process, networking opportunities, discounts,  
and more.

Discover the membership option for you at clsi.org/join.

Our educational and training programs provide convenient, cost-
effective continuing education and training resources to help you 
advance your professional development. We have a variety of 
easy-to-use, online educational resources and in-person  
trainings that make learning stress-free and convenient for you 
and your staff.

See our current offerings at clsi.org/global-training.

Ensure high-quality laboratory testing with CLSI standards. 
eCLIPSE Ultimate Access™, our complete online library of 
standards, makes it easy for you and your staff to quickly 
find the CLSI resources you need. Read, search, link, annotate, 
bookmark, and share notes with your staff, all within one easy-
to-use platform.

Learn more at clsi.org/eCLIPSE.

Discover How CLSI Can Improve 
Your Organization
The leading source for the latest medical laboratory standards.
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