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Traceability/in Laboratory Medi€Cine

Why all the fuss about Traceability?

Irraceability 1s an Essential'Reguirement ofi.the
Eurepean Union (EU) Directiveron In vitro
diagnostic medical devices.
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What i1s the EU IVD/Directive?

Last of three planned directives for regulating
medical devices in the EU

Intended to harmenize the many national regulation's
& legal requirements in the EU member states
VD Directive formally adepted on Oct 5, 1998

Key Peints:
o+ Harmonization Is limited te essential reguirements

+ Only products fulfillimg the essential requirements
may be placed on the market and put In service
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IVD/Directive

Essential Requirement

“ IThe traceability ofi values assigned to
calipbrators and control materials must lae

assured through available reference
measurement procedures,and/or available
refierence materials ofi a nigher order™.

Officiall Joural off European Communities (1998)
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What 1s/Traceability?

Ini the context of laboratory medicine, the term
traceability means metrolegical traceability.

Definition:
‘property of the result of a measurement or the

Valuie of a standard whereby it can e related to
stated references, usually national or international
Standards, threugh an unbreoken chain of
comparisensiallfiaving stated uncertainties’
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Metrological/ Traceability

Concept

1 Eachi calibrator value or test result must
come from a calibrated test method

Ul Eachy calibrator must have a value assigned
By a calibrated test method
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Traceability in Laboratory Medicine

International Standards

Ll Calibration and controel materials

ISO 17511
U Enzyme assays

ISO 18153
Ll Medical laboeratories

By 1SO 15189 & I1SO 17025
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Traceability Chain
SIUNIT
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1" Calibrator
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2 Calibrator
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Traceability in Laboratory Medicine
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Analyte Classification

Type A

= \Well defined compounds

= Approx. 25-30 analytes (e.g. glucose,
electrrolytes, urea, cholesterol, steroid hormones)

» Results are not method dependent

* Concentrations cani e expressed in SI Units

* EUlltraceanility chain Is possinle
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Analyte Classification
Type B

= Not well defined (e.g. heterogeneous)

» 100-600 analytes (e.g., tumor markers,
viral antigens, enzymes, glycoproteins,
coagulation factors)

» Arlitrary or conventionall units (e.g., WHO
Internatonali units)

* EUll traceability, chiains not practical
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Traceability/is ...

not accuracy.
a tool to ensure accurate results.

not showing equivalence to a reference
standard.

d Precess that relates measurement values to a
eference standard




Traceability Is ....

not the property of a method.
a Property of a test result.

not demonstrated only once.

maintaied through monitering and correction
OVEX LIME:
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Traceabllity requires

1 Higher erder’ Reference Measurement
Procedures

¢ SO 15193

1 Qualified Reterence Materials
¢ SO 15194

| Sultaple Reference [Laboratories
¢ SO 15195
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Joint Committee
on
Traceability infLabaoratory Médicine

5 Formed in June 2002

| General mission Is to iImprove guality of healthcare
Withi reduction in costs fer governments and VD
Industry threugh prometion of reference examination
systems allowing traceability of examjination results
With improved comparability.

- Eeur main spensors
¢ |[ECC (profiessionals inilaberatery medicine)
+» BIPM/CIPM (proefessionals in metrology)
¢ WHOI (prefessionals in health)

¢ ILAC (professionals in acecreditation)
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Joint Committee
on
Traceability in'Laboratory Medicine

| Three Working Groups formed

Working Group 1 — Reference Materials & Procedures

¢ Establish criteria for acceptance of materials and
procedures and produce lists of such items

Working Group 2 — Reference Laboratories

¢ Establisih criteria fior accreditation of reference
lalborateries at the calibration level, establish contacts to
oM netwoerks: , and promeoete parallel comparisons
Working Group 3- Implementation

o Establish plan for leng term implementation off JCTLM
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