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Clinical and Laboratory Standards Institute guideline QMS15—Laboratory Internal Audit Program piavides
recommendations for establishing an internal audit program and related processes for enhariced quality and continual
improvement in the laboratory. The audit program defines the “who,” “what,” “when,” “whei¢,! and “how” of meeting
requirements for internal auditing, and the audit process describes the details of concuctiiig aiv audit. Committed
laboratory leadership and individuals willing to share their expertise and experizfice wnable a successful internal audit

program.
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Quality system essential (QSE) Assessments 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 Assessments, is a building block to quality and is necessary to support any
laboratory’s path of workflow from preexamination to examination to postexamination.

DISCIPLINES

-é?‘atomic Pathology LABORATORY PATH OF WORKFLOW
+ Chemistry

- Syology PREEXAMINATION EXAMINATION

« Hematology S T
« Immunology Examination * Specimen - Specimen * Specimen Examination +Examination - Results Laboratory

A p ordering collection  transport  receipt, method performance review and results
oliltEii By accessionin, selection follow-u| interpretation
« Transfusion Medicine 9. P P
« Etc. and processing

Assessments

Documents and Information
Records Management Management

Personnel Supplier and Inventory i Process
Management Management Management

Organization and

Leadership Custorrr Fo Management

International and National and Accreditation Requirements

Figure 1. The QWS Model for Laboratory Services (:€a.CLSI document QMS01?). The 12 QSEs are building blocks

necessary to support any laboratory’s path #iworiclow. This figure represents how the 12 QSEs support a medical
laboratory’s disciplines and stages of examiation.

QSEs are the foundational building black: that function effectively to support the laboratory’s path of workflow. When

a QSE is missing or poorly implenden ted, problems will occur in preexamination, examination, and postexamination
processes. For example, when(the ahsratory does not perform internal audits of its preexamination, examination, and
postexamination processes,latiratory leadership does not know whether personnel are consistently following approved
procedures. This knowlecze is sometimes gained only when a nonconforming event occurs or a complaint is received,
and personnel are faund to &e making unapproved deviations (also known as “workarounds”) they believe will save time.

International guiaance vor 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
direstly (0 the QSEs?

<2Requiremi:nts for both quality management and technical operations of testing and calibration laboratories?
«\Standards for quality management and technical operations in the medical laboratory environment*

e internal audit program gathers information on the effectiveness of the laboratory’s QMS. The purpose of internal
audits is to monitor current practices and document the findings for review and action when indicated. The audit
program enables the laboratory to monitor and maintain an effective QMS, improve patient and personnel safety,
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reduce risk, and increase personnel engagement. A laboratory audit program is critical to ensuring the laboratory
meets applicable requirements. QSE Assessments encompasses both internal and external assessments, with separate
elements for each (see Figure 2). QMS15 provides guidance for implementing an internal audit program.

QSE Assessments

Internal Assessments External Assessments

. . Proficiency Testing
Quality Indicators and External Quality
Assessment

Laboratory Internal
Audit Program

Abbreviation: QSE, quality system essential.

Figure 2. Components of QSE Assessments

QMS15 is a guideline that can help laboratories implement an internal audit pragrai and nieet international standards
and regulatory and accreditation requirements.?**> QMS15 is not a standard; that i /tvizguideline does not set
requirements for internal audit programs. Rather, it provides suggestions,anc exampies for fulfilling the requirements.

Overview of Changes

This guideline replaces the previous edition of the approved guideline QN S15-A, published in 2013. Several changes were
made in this edition, including:

« Reorganizing the justification for the internal audit progreni

+ Adding a subchapter on auditor training and comgetince assessment
- Revising the responsibilities of the functional.rées

- Revising the audit process flow chart

- Adding a subchapter on audit criteria

« Reorganizing the audit process chapeer

+ Adding more appendixes

NOTE: The content of this guiteline is supported by the CLSI consensus process and does not necessarily reflect the views
of any single individualar dizanization.

KEY WORDS
Asseszmen’ Audit program Internal audit
Av it Inspection Quality management system
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© Introduction

1.1 Scope

This guideline is intended for use by laboratory leaders, such as directors, managers, and supervisors, as well as
other laboratorians who perform laboratory testing. This guideline focuses on using an internal audit program
to actualize the laboratory’s commitment to quality, good professional practice, and continual improvement
by identifying problematic processes. The audit program described in this guideline can be used in laboratories
worldwide. This guideline is intended for use primarily by:

+ Medical laboratories

- Blood gas laboratories

+ Blood donor and pretransfusion testing laboratories
« Public health laboratories

- Research laboratories

The examples provided are applicable to laboratories of any size and functional complexity. This guideline is not
intended for use by laboratories involved in examinations for clinical trials, because the requirements applied to
those laboratories are more stringent. This guideline does not include audit program details available in published
materials on auditing.

1.2 Background

Internal auditing of work practices is an important QMS tool that helps a laboratory meet regulatory,
accreditation, and customer requirements. Audits of laboratory processes, documents, and records provide
objective evidence of noncompliances and risks that can affect the quality of laboratory services and patient
safety. The identification of noncompliances enables a laboratory to improve its services through corrective
actions, while the identification of risks provides opportunities for improvement. Audit programs can also
identify positive practices that can be replicated within the laboratory environment and affirm compliance with
requirements.

This guideline describes the use of an audit program and related processes to enhance quality and continually
improve the laboratory. An audit program and related processes are scalable to any size laboratory and
necessitate that laboratory leadership and personnel be willing to compare current practice with regulatory and
accreditation requirements and with the laboratory’s approved policies, processes, and procedures.

” o« ” o« ” o«

The audit program defines the “who,” “what,” “when,” “where,” and “how” of meeting requirements for auditing.
The audit process describes the details of conducting individual audits. Committed laboratory leadership and
individuals willing to share their expertise and experience enable a successful audit program.
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