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Laboratory Management

Assessing the Impact of the Frequency of
Quality Control Testing on the Quality of
Reported Patient Results

BACKGROUND: The traditional measure used to evaluate
QC performance is the probability of rejecting an ana-
Iytical run that contains a critical out-of-control error
condition. The probability of rejecting an analytical
run, however, is not affected by changes in QC-testing
frequency. A different performance measure is neces-
sary to assess the impact of the frequency of QC testing.

mEeTHODs: | used a statistical model to define in-control
and out-of-control processes, laboratory testing
modes, and quality control strategies.

resurts: The expected increase in the number of unac-
ceptable patient results reported during the presence of
an undetected out-of-control error condition is a per-
formance measure that is affected by changes in QC-

of how frequently QC testing should be performed
(1). The traditional approach to assessing quality
control performance is based on the probability of
rejecting an out-of-control analytical run, where an-
alytical run is defined as the group of patient speci-
mens for which a decision about control status is
being made (2). The probability of rejecting an an-
alytical run depends on the QC rule that is applied,
the number of QC sample results used by the rule,
and the true state of the testing process—whether
the process is in control or the degree to which it is
out of control. The probability of rejecting an ana-
lytical run, however, does not depend on the fre-
quency of QC testing. It only answers the question,
Given that a QC rule is evaluated, what is the prob-
ahility of 2 OC reiection?
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= Biometric quality control process.

21/9/2011



5Qs and 3Ss

+ QC Materials + System

. « Staff

+ QC Levels + State-of-the-Art
+ QC Limits (Instrumentation)

.
3

Quality Control and Risk Assessment

[ ep22-p.pdf (SECURED) - Adobe Acrobat Pro

File Edit View Document Comments Forms Tools Advanced Window Help

) crete - 5] Combine - 3] Colaborste - ) Secwre - 7 ign+ (5] Forms - [y Mukimesia = Comment -

L:JUJ\—]@ A$ /) B O® % - g e

EP22-P
] ISBN 1-56238-717-0
Volume 30 Number 3 ISSN 0273-3099

i

Presentation of a Manufacturer’s Risk Mitigation Information for Users
of In Vitro Diagnostic Devices; Proposed Guideline

Greg Cooper. CLS, MHA

Paul Glavina
Fred D. Lasky. PhD
Dai J. Li. MD, PhD. FACB
George S. Makowski. PhD. DABCC.FACB CLINICAL AND
Adam Manasterski, PhD // LABORATORY
- STANDARDS
W. Gregory Miller. PhD INSTITUTE"
James H. Nichols, PhD, DABCC. FACB
Curtis A. Parvin, PhD
George M. Plummer

Abstract

Clinical and Laboratory Institute EP22-P—Pr ion of @ er’s Risk Mitigation Information
or Users of In Vitro Diagnostic Devices; Proposed Guideline provides guidance to manufacturers on the establishment and
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Opinion Paper
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of experts on laboratory quality
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Introduction

This collective opinion paper is intended to document the
proceedings and findings from a round of discussions held
May 10-12, 2010 in Bardolino-Lago di Garda (Verona),
Italy on quality in laboratory medicine; in particular regard-
ing currently debated topics. These include: a) the use of
biological variation 10 years after the Stockholm Confer-
ence; b) achieving quality in point-of-care testing (POCT);
¢) assessing risk and controlling sources of error in the lab-
oratory; d) determining the appropriate frequency of quality
control (QC); and ) putting laboratory medicine at the core
of patient care.

This was part of yearly meetings sponsored by Bio-Rad,
with the aim of offering laboratory professionals from dif-
ferent countries and backgrounds the opportunity to share
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