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Abstract
Clinical and Laboratory Standards Institute document QMS16—Laboratory Personnel Management provides guidance 
for processes involved in managing personnel resources such as personnel qualifications, preparation and maintenance 
of effective job descriptions, introduction of new personnel to the laboratory organization, continuing education, 
professional development, and contents of personnel records. This guideline focuses on how to meet regulatory and 
accreditation requirements for personnel. Useful tools and templates related to these topics are also provided.
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Foreword
Quality system essential (QSE) Personnel is one of the 12 QSEs described in CLSI 
document QMS01,1 which provides the necessary background information and 
guidance to develop and maintain a QMS. The QMS model depicted in Figure 1 
demonstrates how each QSE, such as Personnel, is a building block to quality and 
is necessary to support any laboratory’s path of workflow from preexamination to 
examination to postexamination. 

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

LABORATORY PATH OF WORKFLOW

QUALITY SYSTEM ESSENTIALS

PREEXAMINATION EXAMINATION POSTEXAMINATION
• Order

Assessments Continual
Improvement

Documents
and Records

Information
Management

Nonconforming
Event Management

Personnel Purchasing 
and Inventory Equipment Process

Management

Organization Customer Focus Facilities and Safety

International • National • Regional • Local • Organizational Requirements

• Sample
  Collection

• Sample
  Transport

• Receive
  and
  Process

• Examination • Review
  and
  Interpretation

• Report
  Release

• Sample
  Management

Figure 1. The Quality Management System Model for Laboratory Services 
(see CLSI document QMS011). The 12 QSEs function as building blocks that are 
necessary to support any laboratory’s path of workflow and laboratory disciplines. 
This example represents how the 12 QSEs support a clinical laboratory’s 
disciplines.

QSEs are the foundational building blocks that function effectively to support 
the laboratory’s path of workflow. If a QSE is missing or not well implemented, 
problems will occur in preexamination, examination, and postexamination 
laboratory activities. For example, when the laboratory lacks defined processes for 
personnel management, including training or performance evaluation, problems 
will arise in the laboratory path of workflow.SAMPLE
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International guidance related to the QSEs and the laboratory’s path of workflow 
is described in selected International Organization for Standardization (ISO) 
standards. ISO 90012 defines a process-based model for quality that any business 
should use to manage its operations—the information relates directly to the QSEs. 
ISO 170253 specifies requirements for both quality management and technical 
operations of testing and calibration laboratories. ISO 151894 defines standards 
for quality management and technical operations in the medical laboratory 
environment.
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Introduction
This chapter includes:

 Document scope and applicable 
exclusions

 Background information pertinent to the 
document content

 “Note on Terminology” that highlights 
particular use and/or variation in use of 
terms and/or definitions

 Terms and definitions used in the 
document

 Abbreviations and acronyms used in the 
document
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Laboratory Personnel Management

11  Introduction
1.1 Scope 

This guideline is intended to assist laboratories in meeting the personnel 
management requirements for their QMS, as represented by quality 
system essential (QSE) Personnel. Laboratory personnel can benefit from 
reading this guideline because it explains management’s expectations and 
personnel responsibilities.

QSE Personnel involves recruiting, hiring, and retaining an adequate 
number of qualified, well-trained, and competent laboratory personnel to 
perform and manage the activities of the laboratory. The processes and 
procedures needed to achieve these goals are described in QSE Personnel. 

This guideline is intended for use by laboratory directors, managers, 
supervisors, quality managers, and others responsible for implementing, 
maintaining, and evaluating the laboratory’s QMS as it relates to the 
requirements contained in QSE Personnel. The processes described and 
examples provided can be used in any size, type, or scope of laboratory, 
anywhere in the world, to meet published regulatory and accreditation 
requirements. 

This guideline does not address, in detail, the following topics and content, 
and the information covered in other CLSI documents:

  Communication between the laboratory and other health care 
providers or regulatory agencies as related to patient-centered 
care activities

  Communication theory and practices

  Behavioral management theory and practices

  Personnel interaction management theory and practices

  Training and competence assessment (refer to CLSI document 
QMS035)

  Leadership and management development (refer to CLSI 
document QMS146)

In addition, this guideline is not meant to be prescriptive, but rather 
suggestive, in approach. It is not a comprehensive instructional manual for 
application of the concepts discussed. 
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The Quality Management System Approach
Clinical and Laboratory Standards Institute (CLSI) subscribes to a quality management system (QMS) approach in the 
development of standards and guidelines, which facilitates project management; defines a document structure using 
a template; and provides a process to identify needed documents. The QMS approach applies a core set of “quality 
system essentials” (QSEs), basic to any organization, to all operations in any health care service’s path of workflow (ie, 
operational aspects that define how a particular product or service is provided). The QSEs provide the framework for 
delivery of any type of product or service, serving as a manager’s guide. The QSEs are as follows: 

Organization
Customer Focus
Facilities and Safety

Personnel
Purchasing and Inventory
Equipment

Process Management
Documents and Records
Information Management 

Nonconforming Event Management
Assessments
Continual Improvement

QMS16 addresses the QSE indicated by an “X.” For a description of the other documents listed in the grid, please refer to 
the Related CLSI Reference Materials section on page 100.
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Related CLSI Reference Materials*

QMS01 Quality Management System: A Model for Laboratory Services. 4th ed., 2011. This document 
provides a model for medical laboratories that will assist with implementation and maintenance of an 
effective quality management system.

 
QMS03 Training and Competence Assessment. 3rd ed., 2009. This document provides background 

information and recommended processes for the development of training and competence assessment 
programs that meet quality and regulatory objectives.

 
QMS14 Quality Management System: Leadership and Management Roles and Responsibilities. 

1st ed., 2012. This guideline presents concepts and information intended 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’s organization that are critical to managing and sustaining quality.

* CLSI documents are continually reviewed and revised through the CLSI consensus process; therefore, readers should refer to the most 
current editions.
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For more information, visit www.clsi.org today.

Explore the Latest Offerings From CLSI!
As we continue to set the global standard for quality in laboratory testing, we are adding products and 
programs to bring even more value to our members and customers.

Find what your laboratory needs to succeed! CLSI U provides 
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 that make 
eLearning stress-free and convenient for you and your staff.

See our current educational offerings at www.clsi.org/education.

When laboratory testing quality is critical, standards are needed and 
there is no time to waste. eCLIPSE™ Ultimate Access, our cloud-based 
online portal of the complete library of CLSI standards, makes it easy 
to quickly find the CLSI resources you need.

Learn more and purchase eCLIPSE at clsi.org/eCLIPSE.

By becoming a CLSI member, your laboratory will join 1,600+ other 
influential organizations all working together to further CLSI’s efforts 
to improve health care outcomes. You can play an active role in 
raising global laboratory testing standards—in your laboratory, and 
around the world.

Find out which membership option is best for you at www.clsi.org/membership.
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