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Clinical and Laboratory Standards Institute 
Advancing Quality in Health Care Testing 
 
Clinical and Laboratory Standards Institute (CLSI, 
formerly NCCLS) is an international, interdisciplinary, 
nonprofit, standards-developing, and educational 
organization that promotes the development and use of 
voluntary consensus standards and guidelines within the 
health care community. It is recognized worldwide for 
the application of its unique consensus process in the 
development of standards and guidelines for patient 
testing and related health care issues. Our process is 
based on the principle that consensus is an effective and 
cost-effective way to improve patient testing and health 
care services. 

In addition to developing and promoting the use of 
voluntary consensus standards and guidelines, we 
provide an open and unbiased forum to address critical 
issues affecting the quality of patient testing and health 
care. 

PUBLICATIONS 

A document is published as a standard, guideline, or 
committee report. 

Standard  A document developed through the consensus 
process that clearly identifies specific, essential 
requirements for materials, methods, or practices for use 
in an unmodified form. A standard may, in addition, 
contain discretionary elements, which are clearly 
identified. 

Guideline A document developed through the consensus 
process describing criteria for a general operating 
practice, procedure, or material for voluntary use. A 
guideline may be used as written or modified by the user 
to fit specific needs. 

Report  A document that has not been subjected to 
consensus review and is released by the Board of 
Directors. 

CONSENSUS PROCESS 

The CLSI voluntary consensus process is a protocol 
establishing formal criteria for: 

• the authorization of a project 

• the development and open review of documents 

• the revision of documents in response to comments 
by users 

• the acceptance of a document as a consensus 
standard or guideline. 

Most documents are subject to two levels of consensus—
“proposed” and “approved.” Depending on the need for 
field evaluation or data collection, documents may also be 
made available for review at an intermediate consensus 
level. 

Proposed  A consensus document undergoes the first stage 
of review by the health care community as a proposed 
standard or guideline. The document should receive a wide 
and thorough technical review, including an overall review 
of its scope, approach, and utility, and a line-by-line review 
of its technical and editorial content. 

Approved  An approved standard or guideline has achieved 
consensus within the health care community. It should be 
reviewed to assess the utility of the final document, to 
ensure attainment of consensus (ie, that comments on earlier 
versions have been satisfactorily addressed), and to identify 
the need for additional consensus documents. 

Our standards and guidelines represent a consensus opinion 
on good practices and reflect the substantial agreement by 
materially affected, competent, and interested parties 
obtained by following CLSI’s established consensus 
procedures. Provisions in CLSI standards and guidelines 
may be more or less stringent than applicable regulations. 
Consequently, conformance to this voluntary consensus 
document does not relieve the user of responsibility for 
compliance with applicable regulations. 

COMMENTS 

The comments of users are essential to the consensus 
process. Anyone may submit a comment, and all comments 
are addressed, according to the consensus process, by the 
committee that wrote the document. All comments, 
including those that result in a change to the document when 
published at the next consensus level and those that do not 
result in a change, are responded to by the committee in an 
appendix to the document. Readers are strongly encouraged 
to comment in any form and at any time on any document. 
Address comments to Clinical and Laboratory Standards 
Institute, 940 West Valley Road, Suite 1400, Wayne, PA 
19087, USA. 

VOLUNTEER PARTICIPATION 

Health care professionals in all specialties are urged to 
volunteer for participation in CLSI projects. Please contact 
us at customerservice@clsi.org or +610.688.0100 for 
additional information on committee participation. 
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Foreword 
 
Increasing oversight by regulatory agencies, third-party payers, and the public has brought an intensified 
interest in the effects of quality, productivity, and competition to the delivery of health care services. 
Fundamental to all quality management systems is the development and delivery of training and 
competence assessment programs. 
 
Regulatory and accreditation agencies⎯as well as international standards for quality management 
systems⎯require that the organization have policies, processes, and procedures for training. In addition, 
assessment of competence in job tasks is required. These requirements apply to all persons whose work 
can affect the quality of the organization’s product or service; where volunteers are used in this regard, the 
requirements apply to them, as well. 
 
GP21-A3 will assist in the development of training and competence assessment programs to meet specific 
quality objectives in support of an organization’s mission statement. Standards for job performance are 
unique to each organization and are based on the competitive, economic, regulatory, and service 
environment in which the organization operates.  
 
This guideline can be used by laboratories and health care organizations to ensure that training has taken 
place and is documented, and that the competence of personnel in their assigned job tasks is assessed 
initially after training and periodically thereafter. The recommendations contained herein are applicable 
when training new employees, introducing new processes or methods, assessing initial competence, and 
performing periodic reassessments of competence.  
 
Important note: This document is a guideline and not a requirement, prepared at the request of health care 
professionals who needed direction on this subject. The sample forms included present one way of 
designing and documenting training and competence assessment, which fulfills regulatory and 
accreditation requirements and improves patient safety. However, health care services are free to use 
whatever means works for them to meet requirements. 
 
Key Words 
 
Assessment tools, competence assessment, flowcharting, procedures, processes, training assessment, 
training guides 
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Training and Competence Assessment; Approved Guideline—Third Edition 
 
1 Scope  
 
This guideline provides health care service personnel with a framework for: 
  
• developing training in the processes and procedures that employees perform in their respective jobs; and  
 
• designing assessment tools to verify that personnel are competent after initial training and 

periodically throughout employment. 
 
2 Introduction 
 
Quality management systems rely on effective training to ensure that employee performance results in 
consistent, predictable, and high-quality outcomes in the delivery of health services. In the present 
regulatory and quality environment, all training must be documented. Additionally, initial and periodic 
assessment of competence is required to verify that performance of assigned job tasks remains consistent. 
 
Some level of medical error has been attributed to either training not being provided or provided training 
not being effective. Therefore, consistent, predictable, and high-quality outcomes in the delivery of health 
care services are possible only when health care personnel are appropriately trained. 
 
Planned and systematic training and competence assessment processes are necessary to verify and 
document that personnel have, and can demonstrate, the necessary knowledge, skills, and behaviors to 
perform their respective duties. By defining the service’s path of workflow, identifying work processes 
and procedures, and training employees in the processes and procedures of their jobs, the organization 
makes an important contribution to ensuring the quality of its services. 
 
Figure 1 shows the sequence of events needed in developing successful training and competence 
assessment programs. 
 

Process
Flowcharts

Procedures

Training

Competence
Assessment

 
 
Figure 1. Sequence of Events for Developing Successful Training and Competence Assessment 
Programs 
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