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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
+ Anatomic Pathology

LABORATORY PATH OF W« ow
PREEXAMINATION EXAMINATION POS NATION
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Figure 1. The QMS Model for Laboratory
necessary to support any labg

QSEs are the founda
a QSE is missing or p

uality management and technical operations in the medical laboratory environment*

The 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

Ex*t *l Assessments

Proficiency Testing nspectio,
and External Quality ~creditation.
Assessment “ssments

Laboratory Internal

Quality Indicators
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 pr8 [ ational standards
and regulatory and accreditation requirements.>*> QMS15 is n idel Pes not set
requirements for internal audit programs. Rather, it provides i ¢ WFTing the requirements.

Overview of Changes

This guideline replaces the previous edition of the
made in this edition, including:

ished in 20 Several changes were

d by the CLSI consensus process and does not necessarily reflect the views

Audit program Internal audit

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 supervisog

to actualize the laboratory’s commitment to quality, good professional practic
by identifying problematic processes. The audit program described in this guide
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 a is guideline is not
intended for use by laboratories involved in examinati i e i rements applied to
those laboratories are more stringent. This guideline [ i ; iletails available in published
materials on auditing.

1.2 Background

Internal auditing of work practices is helps a laboratory meet regulatory,
accreditation, and customer requiremen esses, documents, and records provide
objective evidence of noncomplia quality of laboratory services and patient
safety. The identification g laboratory to improve its services through corrective

personnel be willing to compare current practice with regulatory and
e laboratory’s approved policies, processes, and procedures.

” o« ” o« ” o«

he “who,” “what,” “when,” “where,” and “how” of meeting requirements for auditing.
the details of conducting individual audits. Committed laboratory leadership and
heir expertise and experience enable a successful audit program.

individuals willing to
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4.2 Audit Preparation Is Performed

The audit program coordinator is responsible for initiating the audit process. Table 5 outlines the items to consider
before the auditor(s) performs the audit. The sequence of events can vary depending on the audit type.

Table 5. Items to Prepare and Plan for an Audit
Activity
Audit objective, scope, and type | Audit program Identifies specific nature of the audit

Responsible Role Purposes

are determined. coordinator

Audit criteria are identified. Audit program Identifies the criter; i i
coordinator audited

Audit plan is initiated. Audit program Provides guidance f [ w

coordinator

Auditor(s) is selected. Audit program - Ensures auditor resource
coordinator

Audit schedule is communicated | Lead or sole auditor
(unless it is an unannounced

audit).

Documents and records are Auditee at audit

collected. request

Documents and records are Auditor(s) \ e evidence

reviewed (ie, desk audit).

Reports from previous internal
and external audits are reviewed.

- Provides an opportunity to review previous reports for
documentation of root cause analysis, if applicable

- Identifies corrective actions whose implementation and
effectiveness should be reviewed, when applicable

Enables assessment of key areas in a complete and efficient
manner

ited to system audit reports, external proficiency testing (PT) data, blind PT data, operating

trer inserts that are incorporated into procedures, instrument and equipment records, reference

ftware validation materials, test validation documents, laboratory and bench worksheets, training and
assessment fil descriptions, report samples, reference sheets, budget and financial statements, contracts, licenses, personnel

ations, complaint fil, nconforming event files, corrective action records, change control documents, and other audit reports (eg, from

supplier audits).
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4.3.4 Preliminary Findings Are Drafted

Audit teams should convene to review their respective observations and objective evidence and to prepare
preliminary findings that will be presented at the closing meeting. Single items of objective evidence are not
separate audit findings. Single pieces of objective evidence collected by an auditor during the audit need to be
organized in a manner that points to a problem in the system or process being audited. Only then is the problem
represented by the objective evidence written as an audit finding. Figure 5 depicts this concept.

Find’ ~is written

informal statement. Alternatively, the auditor can draft a formal sta¥
the final report.

Appendix 11 provides an example of a finding drafted yg 5 i boratory example of
seemingly random pieces of objective evidence that g

Table 7. Procedure for Drafting Audit Findings

mon themes discovered.

objective evid

For each grouping of ce, record the requirement(s) that has or has not been satisfied.

proved policies, processes, and procedures.

entifies the condition that is having an adverse effect on the quality of the system,
ervice being audited.
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