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Steps of the process and different responsibilities in implementing traceabilit)
patient results and defining their uncertainty

Profession Defineanalyticabbjectivesreference
(e.g., JCTLM, IFCC): measuremensystemgtraceabilitychair) and
associatedlinicallyacceptablaincertainty(fit for
purpose
Diagnostic manufacturers: Implementsuitablemeasuringsystems

y

(platform, reagentscalibrators controls)
fulfillingthe aboveestablishedjoals

!

End users (clinical laboratories)Survey assay and laboratory performance through IQC
and EQA redesigned to meet metrological criteria

Adaptedfrom PanteghinM, ClinChemLabMed 2010;48:7
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THE TEMPLE
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Braga F:&Panteghini'M,
Clin Chim'Acta 2014;432;55
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Braga F & Panteghini M, Clin Chim Acta 2014,432:55

w Definition and approval of reference measurement systems,
possibly in their entirety;

w Implementation by IVD industry of traceability to such referent
systems in a scientifically sound and transparent way;

w Definition by the profession of the clinically acceptable
measurement uncertainty for each of theralytesused in the
clinical field;

w Adoption by EQAS providers of commutable materials and us
of an evaluation approach exclusively based on trueness;

w Monitoring of the analytical performance of individual _
laboratories by the participation in EQAS that meet metrologic
criteria and application of clinically acceptable limits;

w Abandonment by users (and consequently by industry) of
_non?Fe_mflc methods and/or of assays with demonstrated
insufficient quality.
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The definition and use of the reference system
concept for standardization of measurements must be
closely associated with the setting of targets for
uncertainty and error of measurement in order to make

it clinically acceptable.

Braga F & Panteghini M, Clin Chim Acta 2014;432:55

If these goals are not objectively defined and fulfilled,
there is a risk of letting error gain the upper hand,
thus obscuring the clinical information supplied by

the result and possibly nullifying the theoretical
advantages of metrological traceability and even
causing negative effects on patients' outcome.

LThienpontt al.,ClinChemLab Med 2004;42:842




ISO/TS 20914:2019

IA§>\O MEDICAL LABORATORIES -- PRACTICAL GUIDANCE FOR
B | THE ESTIMATION OF MEASUREMENT UNCERTAINTY
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How todefinemaximumallowableMU

DE GRUYTER Clin Chem Lab Med 2015; aop

Sverre Sandberg*, Callum G. Fraser, Andrea Rita Horvath, Rob Jansen, Graham Jones, Wytze
Oosterhuis, Per Hyltoft Petersen, Heinz Schimmel, Ken Sikaris and Mauro Panteghini

Defining analytical performance specifications:
Consensus Statement from the 1st Strategic
Conference of the European Federation of Clinical
Chemistry and Laboratory Medicine

Model 1: Based on the effect of analytical performance
on clinical outcomes

a. Done by direct outcome studies — investigating the
impact of analytical performance of the test on clini-
cal outcomes;

b. Done by indirect outcome studies — investigating the
impact of analytical performance of the test on clini-
cal classifications or decisions and thereby on the
probability of patient outcomes, e.g., by simulation or
decision analysis.

Model 2: Based on components of biological variation of
the measurand.

Model 3: Based on state of the art of the measurement

(i.e., the highest level of analytical performance techni-
cally achievable).




Neither central
diagnostic role nor
sufficient homeostatic

The measurand has control
central role in diagnosi
and monitoring of a
specific disease

Themeasurandhasa
highhomeostaticcontrol




