CLINICAL AND
// LABORATORY
STANDARDS

INSTITUTE®

2nd Edition

QMS18

Process Management

This gui” es five . cquirements for managing
.1y processe - nd provides suggestions for effectively
meeting regulator id accreditation requirements, assessing
procers risks, o7 uzing efficient use of resources, and

contric 11 Lo patient safety and positive outcomes.

© © ¢ 0 0 0 0 0 00000 0000000000000 0000000000000 0000000000000 00000000000 0000000000000000

A guideline for global application developed through the Clinical and Laboratory Standards Institute consensus process.




QMS18-Ed2
May 2023
Replaces QVS18-Ed1

© © ¢ 0 0 0000000000000 00000000000 0000000000 0000000000000 000000000000 000000000000 000 0000 0

Process Management

Lucia M. Berte, MA, MLS(ASCP)SBB, DLM, CQA(ASQ)CMQ/OE  Judy Hemans

Sue Hetzel, MLS(ASCP)SBB, CMQ/OE(ASQ) Liz Kinnal

Deirdre Astin, MS, MT(ASCP) Gabriel Alejandro Migliarino, PhD
Joan M. Carlson, BSc(MLS) Ann Spjut, MD, MAED, CLT(HHS)
Margaret Coppin Tiea Theurer, MT(ASCP), CMQ/OE
Genie Davis, BS CQE(ASQ)

Angelique Harding, MS, MT(ASCP), CQIA(ASQ)

Abstract

Clinical and Laboratory Standards Institute guideline QMS18—Process
and accreditation requirements for management of laboratory proces,

e e 0000 o

blished regulatory

preexamination and postexamination processes.

Clinical and Laboratory Standards Institute (CLSI). Pr . BsPfticline QMS18 (ISBN 978-1-68440-
183-3 [Print]; ISBN 978-1-68440-184-0 [Electronic]).

stitute consensus process, which is the mechanism for moving a document through two
the health care community, is an ongoing process. Users should expect revised editions of any given
anges in technology may affect the procedures, methods, and protocols in a standard or guideline,

ation 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

CLINICAL AND
// LABORATORY
STANDARDS

INSTITUTE®




QMS18-Ed2

Copyright ©2023 Clinical and Laboratory Standards Institute. Except as stated below, any reproduction of content from a
CLSI copyrighted standard, guideline, derivative product, or other 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.

Suggested Citation

CLSI. Process Management. 2nd ed. CLSI guideline QMS18. Clinical and Laboratory Stan stitute; 20
Previous Edition:
March 2015

QMS18-Ed2
ISBN 978-1-68 rint)

ISBN 978-1-68440-184-0 (Electronic)

ISSN 1558-6502 (Print)

ISSN 2162-2914 (Electronic) Volume 43, Number 10

© © ¢ 0 0 0000000000000 00000000000 0000000000 0000000000000 000000000000 000000000000 000 0000 0



QMS18-Ed2

Contents

© © ¢ 0 0 0000000000000 00000000000 0000000000 0000000000000 000000000000 000000000000 000 0000 0

Committee Membership. . . . . . . L e iii
FOreword. . . . .o ix
Chapter 1: INtrodUuction ... .. ..o e

L L S0P, e
1.2 Background ... o
13 Terminology ... ..vuu et

Chapter 2: Workflow of Process Management..................cooio..)
2.1 Need for a New or Changed Process Is Identified
2.2 New or Changed Process Is Defined

2.3 Process Is Flow Charted. ... .

Chapter 3: Process Is Assessed for Risks ..................
3.1 Creation of a Risk Management Plan
3.2 Risk Analysis. ...
3.3 Risk Evaluation ...,
3.4 Risk Controls. ...................
3.5 Risk Management Review .....

3.6 Risk Monitoring........... N

ernal Communication Plan Is Developed

Plan Is Initiated. . ... o 38

© © ¢ 0 0 0000000000000 00000000000 0000000000 0000000000000 000000000000 000000000000 000 0000 0




QMS18-Ed2

Contents (Continued)

© © ¢ 0 0 0000000000000 00000000000 000000000000 0000000000000 0000000000000 0000000000000 000 0

Chapter 5: Process Is Monitored . .......... oo e 39
5.1 Quality Control and Proficiency Testing....... ... oo 40
5.2 Preexisting Quality Indicators. ... ... o o 40
5.3 Additional MONItOrNG . .. ... o
5.4 Summary of Process MONItOriNg. . .......ooo
5.5 Changes to Processes Are Managed ..............cooiiiii i,

Chapter 6: Quality System Essentials and Process Management
6.1 Organization and Leadership ...... ... Y
6.2 CUSTOMEr FOCUS . . . e
6.3 Facilities and Safety Management.......................oo
6.4 Personnel Management............ ... i
6.5 Supplier and Inventory Management..........................4
6.6 Equipment Management....... .. ...
6.7 Process Management. ...
6.8 Documents and Records Management
6.9 Information Management................,

6.10 Nonconforming Event Management .

6.11 Assessments....................

6.12 Continual Improvement........... G .. ... ... .. SEEEA e 49
Chapter 7: Conclusion ......... < ..... . SEEE . . ... ... .. . i 51
Chapter 8: Supplemental I O .. ... N e 53

References.......... [ ... .. .. I - 54

Appendix H2. Examples of Acceptance Criteria for the Critical Value Reporting Process ......................... 74

Appendix I1. Example of a Learner Responsibilities Form........... . 75

© © ¢ 0 0 0000000000000 00000000000 0000000000 0000000000000 000000000000 000000000000 000 0000 0

Vi



QMS18-Ed2

Contents (Continued)

© © ¢ 0 0 0000000000000 00000000000 000000000000 0000000000000 0000000000000 0000000000000 000 0

Appendix I12. Example of a Training Checklist Form. ... ... 76
Appendix I3. Example of a Trainer Responsibilities Form ... 77
Appendix 14. Example of a Training Schedule Form ... . 78
Appendix I5. Example of a Training Guide Form............o i,

Appendix 16. Example of a Written Assessment Form..................ooiiiiiin.,
Appendix I7. Example of a Direct Observation Checklist Form......... @ ............
Appendix I8. Example of a Learner Evaluation Form................... . NG ... ... ...
Appendix J1. Communication Plan Template...................oo S

Appendix J2. Example of a Communication Plan for Changing the Critical Value

Appendix K1. Change Announcement Template................. < ... .. "

Appendix K2. Example of a Change Announcement for New BARBSOde LabelSqg,. .. ... Q. ... ........... 89
Appendix L. Project Management Tool Template........ <SS ... ... . ... NGB .......0................. 90
The Quality Management System Approach.............. .G, .............. 8 ... ... ... ... ... 100

© © ¢ 0 0 0000000000000 00000000000 0000000000 0000000000000 000000000000 000000000000 000 0000 0

vii



QMS18-Ed2

Foreword
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Quality system essential (QSE) Process Management is one of the 12 QSEs described in CLSI document QMS01,* 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 Process Management, is a building block to quality and is necessary to

support any laboratory’s path of workflow from preexamination to examination to postexamination.
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Developing, documenting, and managing the laboratory’s technical and management processes are critical to optimizing
the effectiveness of a QMS and sustaining quality. This guideline encourages using an organized approach for developing,
assessing risks of, verifying or validating, controlling, and changing laboratory path of workflow processes. In an
environment of process management, laboratory work processes are:

- Designed to meet applicable regulatory, accreditation, and customer requirements

+ Assessed for risks to quality and patient safety

- Documented

- Verified or validated as working as intended, including risk controls, and assessed for readiness befo,
implementation

+ Monitored to ensure continued acceptable performance

+ Changed in a controlled fashion

the referenced requirements.

Overview of Changes

This guideline replaces the first edition of the approved guideli
made in this edition including:

Peral changes were

+ Adding the concept of assessing every new and changed
incorporating risk controls to detect and mitigat

ient safety and

+ Revising the process flow chart to include an a
+ Adding appropriate wording about risk a [ jon where it is needed

NOTE: The content of this guideline is supported ess and does not necessarily reflect the views
of any single individual or organizatig

KEY WORDS
validation

anagement verification
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© Introduction

1.1 Scope

This guideline provides a structured means for laboratory management and personnel to develop,
implement, monitor, and change laboratory work processes, with suggestions for how laboratorj

management processes.
In any organization, two general types of risk are recognized:

- Enterprise risk: risk to the organization’s reputation, financial
stay in business.

- Process risk: risk in the organization’s process activitie
output and patient safety.

QMS18 focuses only on the second type of risk, ie, ris

This guideline does not provide details about
published literature. Instead, this guideline
information.

« Managers, supervisors, and i erform, and oversee laboratory processes and
procedures

« Pathologists, labor edical and scientific personnel

Manufacturers
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Chapter 5

Are changes

needed?

Figure 10. Application of PDCA and DMAIC. The left side of this figure shows how the PDCA cycle applies to the process
flow chart introduced in Chapter 2 (see Figure 2). The right side shows how the DMAIC phases apply.
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