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This guideline presumes that the type of measuring system, testing personnel, and location where the test will be
performed were all considered before the measuring system was selected. Although the developer is responsible

for design quality of its measuring system and reagents, the laboratory and, ultimately, the laboratory director are
accountable for the quality of test results. To establish effective QC, laboratories should gather and anal
information (regulatory and accreditation requirements, developer-provided information, the labor,

an array of

a quality control plan (QCP). Once developed, the QCP is monitored for effectiveness.
process or procedure is revised per regulatory or accreditation requirements and when

This guideline supports the development of an individualized qua Clinical Laboratory
Improvement Amendments requirements* and provides guidance fO pgement. Compliance with

Overview of Changes

This guideline replaces the previous editio ideli i 011. Several changes were
made in this edition, including:

- Aligning EP23 with international

measurement on an automated measuring system” example
ented single-use device, instrumented single-use device, and

Py the CLSI consensus process and does not necessarily reflect the views

quality assessment risk assessment
ity control quality control risk management

quality control plan
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© Introduction

1.1 Scope

This guideline is intended for global use in laboratories to help determine QC procedures that are 3

laboratory, applicable regulatory and accreditation requirements, and t
setting are considered in the development of a QCP.

1.2 Background

Regular performance of intralaboratory QC
performing as expected. Existing highl ems, however, demonstrated that conventional
intralaboratory QC practices were see
microbiology organism identification, or [ esting). The evolution and availability of

unit-use test devices (eg, singlesmmadevi ssette that contains reagent necessary for performing one
test), some with an acco ntaining integrated controls, measuring system function
checks, and/or electro ditionally identified the need for a different QC
process; by design, th i ot permit simultaneous testing of intralaboratory control(s) and

a mple. A rid yncorporates the unique features and performance of each of

le to know what isolates or specimens might be infectious, all patient and laboratory
ectious and handled according to “standard precautions.” Standard precautions are

e major features of “universal precautions and body substance isolation” practices.

er the transmission of all known infectious agents and thus are more comprehensive
tions, which are intended to apply only to transmission of bloodborne pathogens. Published
guidelines are available that discuss the daily operations of diagnostic medicine in humans and animals while
encouraging a culture of safety in the laboratory.* For specific precautions for preventing the laboratory
transmission of all known infectious agents from laboratory instruments and materials and for recommendations
for the management of exposure to all known infectious diseases, refer to CLSI document M29.2
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© Developing the Quality Control Plan

The overall process for assessing risk and establishing a QCP is shown schematically in Figure 6. The subchapters
noted in the flow chart correspond to upcoming subchapters in this chapter.

RA is needed

\A
Hazard identification

- Create a process map
Subchapter5.1 | Identify potential failures in each

step of the process
- Determine mechanisms in place
to prevent or detect a failure

Risk estimation
» Assess the likelihood or
probability of harm for each failure
« Assess the severity of harm to a
patient from each failure
« Assess the ability to detect ha~
to prevent harm from reaching
the patient

Subchapter 5.2

-ry’s QCP

nile set of QC processes into QCP

Ri</« avaluation d QCP for conformance to

* 0 residual risk 000 =Y “and accreditation

n clinically requ

» Docume implement the set

of control } ucesses as the
laboratory’s QCP

Subchapter 5.3
Risk control
Subchapter 5.4 Determine what control processes
are needed to lower the riskto an  ju AEEEEEERERESS"
acceptable level

inning or end of a process), arrow (connects process activities), box

2 Four basic symbols are used in thi 2
[ternative “Yes” and “No” responses).

(designates process activities), dia

al risks and their causes. The laboratory should map the total testing
pter 2.4 for more information on process mapping) and collect the information
information is used to identify potential failure modes in the testing process that

failures.
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Appendix G. (Continued)

Table G2 refers to the automated QC that detects reagent deterioration based on the reagent blank absorbance and
the laboratory’s actions to manage open-bottle stability.

Table G2. Risk Assessment for Reagent Deterioration

Known
Targeted Measuring Limitations
Failure System Feature of Feature or RISK
Mode, or Recommended Recommended QC Process QCP Actions Necessary to Acceptab’
hazard Action Action Effective? Handle Kn- 'n Limitations (Yes/*
Incorrect « Discoloration Does not - Partial® V
results of reagent detect reagent | . Requires recommendatio
caused occurs with storage or additional Automated reagent 8
by use of deterioration and | expiration QC processes | measurement
deteriorated | is detected by to monitor
reagents measurement of reagent
the absorbance storage and
of the reagent expiration
blank.

- Periodic
QCsample
measurement
verifies system
performance.

- Analyze QC samples daily in
outpatient clinicand once
every 3 days in hospital
laboratory (for first 3 months
of system use).

Abbreviations: QC, quality control;
2The risk analysis was partially mo

ality cont
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