
CLSI QMS14™
Quality Management System: Leadership and 
Management Roles and Responsibilities

CLSI QMS14 presents concepts and information to assist a laboratory in meeting leadership 

requirements for its quality management system. Guidance is provided for leaders to 

effectively design, implement, and maintain the cultural, structural, and functional aspects of 

their laboratory that are critical to managing and sustaining quality.

A guideline for global application developed through the Clinical and Laboratory Standards Institute consensus process.
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Clinical and Laboratory Standards Institute 
Setting the standard for quality in medical 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 medical 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 advances 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 managed according to the consensus process by a committee of experts. 
 
Appeal Process

When it is believed that an objection has not been adequately considered and responded to, the process for 
appeal, documented in the CLSI Standards Development Policies and Processes, is followed.

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

Clinical and Laboratory Standards Institute
P: +1.610.688.0100
F: +1.610.688.0700
www.clsi.org
standard@clsi.org
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Abstract
Clinical and Laboratory Standards Institute QMS14-Ed2—Quality Management System: Leadership and Management 
Roles and Responsibilities assists laboratories in meeting the leadership-based requirements for a QMS, as represented 
by quality system essential Organization and Leadership. It presents a conceptual framework of three organizational 
dimensions (ie, cultural, structural, and functional) and provides content for managing laboratory quality.

Clinical and Laboratory Standards Institute (CLSI). Quality Management System: Leadership and Management Roles and 
Responsibilities. 2nd ed. CLSI guideline QMS14 (ISBN 978-1-68440-254-0 [Print]; ISBN 978-1-68440-255-7 [Electronic]). 
Clinical and Laboratory Standards Institute, USA, 2024.

The Clinical and Laboratory Standards Institute consensus process, which is the mechanism for moving a document through two 
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:
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Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

https://www.stdhive.com/standards/clsi-qms14-pdf/


ii

CLSI QMS14-Ed2

Copyright ©2024 Clinical and Laboratory Standards Institute. Except as stated below, any reproduction of content from 
a CLSI copyrighted standard, guideline, or other product or material requires express written consent from CLSI. All rights 
reserved. Interested parties may send permission requests to permissions@clsi.org.

CLSI hereby grants permission to each individual member or purchaser to make a single reproduction of this publication 
for use in its laboratory procedures manual at a single site. To request permission to use this publication in any other 
manner, e-mail permissions@clsi.org.

To read CLSI’s full Copyright Policy, please visit our website at https://clsi.org/terms-of-use/.

Suggested Citation
CLSI. Quality Management System: Leadership and Management Roles and Responsibilities. CLSI guideline QMS14-Ed2. 
Clinical and Laboratory Standards Institute; 2024.

Previous Edition: 
December 2012

Reaffirmed:  
June 2017

CLSI QMS14-Ed2

ISBN 978-1-68440-254-0 (Print)

ISBN 978-1-68440-255-7 (Electronic)

ISSN 1558-6502 (Print)

ISSN 2162-2914 (Electronic) Volume 44, Number 26

Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

https://www.stdhive.com/standards/clsi-qms14-pdf/


iii

CLSI QMS14-Ed2

Christine D. Flaherty, MHA, CLS, CPHQ
Chairholder
Sutter Health Sacramento Sierra
Region Laboratories
USA

Julie Coffey, CQA,CMQ/OE(ASQ), ART
Quality Management Program –
Laboratory Services
Canada

Michael B. Cohen, MD
ARUP Laboratories
USA

Karen M. Getzy, MBA, MSL,
MT(ASCP)SH
Poudre Valley Health System
USA

Angus A.A. Gidman, C.Sci., FIBMS
Addenbrookes NHS Trust
United Kingdom

Devery Howerton, PhD, MS,
MT(ASCP)SI
Centers for Disease Control and 
Prevention
USA

Debra Kuehl, MS, M(ASCP)
Centers for Disease Control and
Prevention
USA

Tania Motschman, MS, MT(ASCP)SBB, 
CQA,(ASQ)
Mayo Clinic – Department of 
Laboratory Medicine & Pathology
USA

Dave Petrich, MBA, RAC
USA

Mark Rayner, BSc, MAppMgt
Pathology North/Gosford Hospital
Australia

Document Development Committee on Quality Management System: Leadership and Management Roles and 
Responsibilities

Committee Membership
Consensus Council

The Consensus Council sets priorities for CLSI standards development and votes on Final Draft documents to confirm 
that process requirements have been met. Consensus Council members are listed on the CLSI website:  
https://clsi.org/standards-development/consensus-council/

Expert panel volunteers support the development of CLSI documents by providing technical expertise in specialty areas. 
Expert panel members are listed by area of expertise on the CLSI website: https://clsi.org/standards-development/
expert-panels/

Expert Panel on Quality Management Systems

Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

https://www.stdhive.com/standards/clsi-qms14-pdf/


iv

CLSI QMS14-Ed2

Acknowledgment
CLSI, the Consensus Council, the Expert Panel on Quality Management Systems, and the Document Development 
Committee on Leadership and Management Roles and Responsibilities gratefully acknowledge the following volunteers 
for their important contributions to the development of this guideline in 2012 and its limited revision in 2024:

Laura McClannan, MT(ASCP)SBB, 
CQA(ASQ)
Oklahoma Blood Center
USA

Lucia M. Berte, MA, MT(ASCP)SBB, 
DLM, CQA(ASQ), CMQ/OE
Laboratories Made Better!
USA

Mary R. Bircsak, DLM(ASCP)CM, 
CT(NRCC)
Laboratory Corporation of America
USA

Laurie Gillard, MS, MT(ASCP)SBB
Institute for Transfusion Medicine/
LifeSource
USA

Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

https://www.stdhive.com/standards/clsi-qms14-pdf/


v

CLSI QMS14-Ed2

Contents
Abstract  .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   . i
Committee Membership  .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   . iii
Foreword   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   .   . ix
Chapter 1: Introduction  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                         1

1.1 Scope . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                                         2

1.2 Background . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                                   2

1.3 Terminology  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                                  5

Chapter 2: Vision for Quality . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .9

2.1 Formulating a Vision for Quality . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .10

2.2 Articulating a Vision for Quality . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                             10

2.3 Summary . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                                   12

Chapter 3: Justifying a Laboratory Quality Management System . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                             13

3.1 Planning the Rationale for a Quality Management System – Project Proposal . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .14

3.2 Planning the Rationale for a Quality Management System – Understanding Key Stakeholders . . . . . . . . . . . . . . .               15

3.3 Preparing the Rationale – Risk Management and Patient Safety . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                              17

3.4 Preparing the Rationale – Financial Benefit . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                   17

3.5 Preparing the Rationale – Internal Benefits to the Laboratory . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 17

3.6 Presenting the Rationale Effectively . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                         18

3.7 Summary . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                                   19

Chapter 4: Committing to Quality and Good Professional Practice  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                           21

4.1 Creating and Maintaining the Laboratory’s Quality Policy  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                   22

4.2 Developing and Maintaining the Laboratory’s Scope of Services . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                             24

4.3 Fostering a Culture of Quality . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                               26

4.4 Summary . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                                   30

Chapter 5: Creating and Maintaining an Organizational Structure to Ensure Quality  . . . . . . . . . . . . . . . . . . . . . . . . .                         31

5.1 Establishing and Maintaining the Laboratory’s Legal Identity . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                 33

5.2 Establishing and Maintaining Functional Departments . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                      34

5.3 Defining and Maintaining Roles and Responsibilities  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                         35

5.4 Establishing and Maintaining Formal Structures  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                            37

5.5 Summary . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                                   42

Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

https://www.stdhive.com/standards/clsi-qms14-pdf/


vi

CLSI QMS14-Ed2

Contents (Continued)
Chapter 6: Effectively Implementing the Quality Management System . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                       43

6.1 Implementing the Quality Management System – Using a Process Model . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                   44

6.2 Documenting the Quality Management System  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                            48

6.3 Summary . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                                   50

Chapter 7: Managing Resources . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                               51

7.1 Assessing and Forecasting Resource Needs . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                  54

7.2 Requesting Resources – Proposals, Business Cases, and Rationale  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                           54

7.3 Making Resource Allocation Decisions . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                        55

7.4 Planning and Preparing Budgets . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                             56

7.5 Responding to an Unanticipated Need for Resources . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                        57

7.6 Managing Resources Using an Integrated Approach . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                         58

7.7 Summary  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                                    59

Chapter 8: Planning for Quality . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                               61

8.1 Developing a Quality Plan . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                   62

8.2 Quality Planning Cycle  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                      64

8.3 Determining Strategic Quality Priorities . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                     65

8.4 Establishing Quality Goals and Objectives . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                   67

8.5 Integrating the Quality Plan Within the Quality Management System . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                       69

8.6 Documenting and Reviewing the Quality Plan . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                               71

8.7 Summary . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                                   71

Chapter 9: Management Review  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                              73

9.1 Preparing for Management Review . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                           76

9.2 Conducting Management Review . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                           77

9.3 Maintaining Records of Management Review . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                               77

9.4 Taking Action After Management Review . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                   78

9.5 Summary . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                                   80

Chapter 10: Communicating Quality-Related Information . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                    81

10.1 Developing a Communication Program . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                    82

10.2 Summary . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                                  84

Chapter 11: Conclusion . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                                        85

Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

https://www.stdhive.com/standards/clsi-qms14-pdf/


vii

CLSI QMS14-Ed2

Contents (Continued)
Chapter 12: Supplemental Information  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                       87

References . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  88

Additional Resources . .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  90

Appendix A. Force Field Analysis Template  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                     91

Appendix B. Force Field Analysis – Culture Assessment Example . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .92

Appendix C. Examples of Laboratory Personnel Responsibilities in a Quality Management System  . . . . . . . . . . . . .             95

Appendix D. Basic Organizational Chart Example . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                               97

Appendix E. Complex Organizational Chart Example . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                           98

Appendix F. Committee Charter Template . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                                      99

Appendix G. Excerpt From a Quality Plan Example  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                            101

Appendix H. Sample Communication Plan Template . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                          103

Appendix I. Laboratory Meeting Planning Template . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .                                                           104

The Quality Management System Approach .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  . 106

Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

https://www.stdhive.com/standards/clsi-qms14-pdf/


viii

CLSI QMS14-Ed2

Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

https://www.stdhive.com/standards/clsi-qms14-pdf/


ix

CLSI QMS14-Ed2

Quality system essential (QSE) Organization and Leadership is one of the 12 QSEs described in CLSI QMS01,1 which 
provides the necessary background information and guidance to develop and maintain a QMS. The QMS model depicted 
in Figure 1 demonstrates that each QSE, such as Organization and Leadership, is a building block to quality and is 
necessary to support any laboratory’s path of workflow from preexamination to examination to postexamination.

Foreword

DISCIPLINES
• Anatomic Pathology
• Chemistry
• Cytology 
• Genetics
• Hematology
• Immunology
• Microbiology
• Transfusion Medicine
• Etc.

LABORATORY PATH OF WORKFLOW

PREEXAMINATION EXAMINATION POSTEXAMINATION

International and National Regulatory and Accreditation Requirements

• Examination 
  ordering

• Examination 
  method 
  selection

• Examination 
  performance

• Results 
  review and 
  follow-up

• Laboratory 
  results 
  interpretation 

• Specimen 
  management

• Release of 
  final reports

• Communication 
  of alert values 
  and issuance of 
  preliminary 
  reports 

• Specimen 
  collection

• Specimen 
  transport

• Specimen 
  receipt,
  accessioning,
  and processing

QUALITY SYSTEM ESSENTIALS Continual
Improvement

Information
Management

Nonconforming
Event Management

Personnel 
Management

Supplier and Inventory 
Management

Equipment
Management

Process
Management

Customer Focus

Assessments

Documents and 
Records Management

Organization and 
Leadership

Facilities and Safety 
Management

QSEs are the foundational building blocks that function effectively to support the laboratory’s path of workflow. If a QSE 
is missing or poorly implemented, problems will occur in preexamination, examination, and postexamination processes. 
For example, when the laboratory lacks defined processes for properly installing, calibrating, and maintaining its 
analyzers so that they are working effectively, there will be problems in examination processes.

International guidance for the QSEs and the laboratory’s path of workflow is available. Topics include:

•	 A process-based model for quality that any business should use to manage its operations, with information relating 
directly to the QSEs2

•	 Requirements for both quality management and technical operations of testing and calibration laboratories3

•	 Standards for quality management and technical operations in the medical laboratory environment4

Experience has shown that a laboratory’s success in implementing and maintaining a QMS depends on laboratory 
leadership setting the expectation that quality management is the laboratory’s “way of doing business” rather than an 
added activity. Leaders should then foster a culture that supports this expectation and should also actively participate in 
all aspects of managing quality.

Figure 1. The QMS Model for Laboratory Services (see CLSI QMS011). The 12 QSEs are building blocks necessary to 
support any laboratory’s path of workflow. This figure represents how the 12 QSEs support a medical laboratory’s 
disciplines and stages of examination.
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Active and ongoing participation of the laboratory’s leadership in defining the laboratory’s quality policy, planning for 
quality, allocating resources to achieve quality goals, seeking customer feedback, and receiving and acting on information 
derived from quality status reports is essential to an effective QMS. An effective QMS results in the continual 
improvement of the laboratory’s service and enables the laboratory to sustain its performance improvements, thereby 
more consistently meeting the needs of its customers.

To impress upon laboratory leaders the importance of their role in quality, regulatory and accreditation organizations 
have specific requirements for laboratory leadership. Leadership requirements can be stated explicitly as leadership 
standards or can be implicit and integrated with other requirements. When a laboratory documents its intention 
for leadership in policies and transforms the stated intent into action through its processes and procedures, the 
requirements (summarized in CLSI QMS011) can be met.

This guideline assists laboratories in meeting leadership requirements for their QMS. A conceptual framework comprising 
three organizational dimensions (ie, cultural, structural, and functional) is introduced, and content for managing 
laboratory quality is provided for each dimension. This guideline’s content was developed to enhance the effectiveness 
of leadership at shaping (ie, designing, implementing, and maintaining) the quality-related aspects of each dimension, 
thereby supporting leaders in fulfilling their QMS roles and responsibilities.

This guideline presents the leadership requirements described in QSE Organization and Leadership, and aspects that 
enable the successful development, implementation, and/or maintenance of:

•	 A quality policy

•	 An appropriate scope of services

•	 An organizational structure to ensure quality

•	 Roles and responsibilities to carry out the work processes and activities of the QMS

•	 An appropriately designed and integrated QMS

•	 A process for resource management in support of the QMS and provision of laboratory services

•	 A process for quality planning

•	 A process for review of performance to assess the effectiveness of the QMS

•	 A program or plan for ongoing communication of quality-related information

CLSI QMS14 is a guideline that can help laboratories implement leadership and management roles and responsibility and 
meet international standards and regulatory and accreditation requirements.2-12 CLSI QMS14 is not a standard; that is, 
this guideline does not set requirements for organization and leadership. Rather, it provides suggestions and examples 
for fulfilling the requirements.
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Overview of Changes
This guideline was revised in 2024 under the limited revision process and replaces the 1st edition of the guideline, which 
was published in 2012. Several changes were made in this edition, including:

•	 Aligning content to the content in the current edition of CLSI QMS011

•	 Eliminating content now covered in CLSI documents that did not exist when this guideline was published in 2012.

•	 Aligning CLSI QMS14 to the updated CLSI document template.
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Quality Management System: Leadership and Management Roles 
and Responsibilities

11 	 Introduction
1.1	 Scope

This guideline can be used by organizations and individuals involved in managing or operating preexamination, 
examination, and postexamination laboratory processes. It is applicable to:

•	 Medical laboratories

•	 Blood gas laboratories

•	 Blood donor and pretransfusion testing laboratories

•	 Public health laboratories

•	 Clinical research laboratories

This guideline does not describe, in detail, topics and content covered in other CLSI documents. In addition, it does 
not reference requirements specific to any regulatory agency or accreditation organization. It is suggestive and 
not prescriptive in approach. It is not a comprehensive instructional manual for applying the concepts discussed, 
and it does not include detailed instructions or plans for how to design an organizational structure, implement a 
QMS, allocate resources, or create quality policies, processes, or procedures.

The concepts, descriptions, and examples provided apply to laboratories of any size, functional complexity, scope 
of service, and organizational structure. This guideline is applicable to any laboratory’s QMS, regardless of its 
comprehensiveness and stage of development. This guideline is also applicable regardless of the regulations or 
accreditation program followed by a laboratory. Laboratories can use this guideline to assist in justifying the need 
for a QMS, designing or implementing a QMS, and/or maintaining and improving an established QMS.

1.2	 Background
The competence with which laboratory leadership fulfills the role of “quality leader” and the attention paid 
to leadership responsibilities for the QMS often determines a laboratory’s success in realizing the full benefits 
of a systematic approach to managing quality. The full benefit of a QMS can be visualized as a laboratory that 
sustains excellence and quality by providing a service that consistently meets or exceeds the needs of internal 
and external customers, while meeting all applicable regulatory and accreditation requirements. For a medical 
laboratory that serves patients, an effective QMS enables the laboratory to contribute to safe care and positive 
patient outcomes.

The occasionally voiced opinion, “Quality begins at the top,” acknowledges that the laboratory’s leaders have 
unique roles and responsibilities in shaping the organizational dimensions relevant to managing and sustaining 
quality. The QMS leadership-based requirements, as represented by QSE Organization and Leadership, reflect 
the need to attend to organizational dimensions if laboratories are to maintain highly effective and efficient 
laboratory work processes that consistently meet customers' needs. The organizational dimensions are:

•	 Cultural

•	 Structural

•	 Functional


