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SCIENTIFIC DIVISION

Analytical standardisation: ollabora : :
reference systems, new ILAC, IRMM, IUPAC,
techniques NCCLS, NIST WHO
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SCIENTIFIC DIVISION

and International C

@ Participation to regional IFCC congresses and

master discussions
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| SCIENTIFIC DIVISION

Theme-oriented

« WORKING (
@ Chair (appointed by EB)

@ Members (appointed by SD)
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SCIENTIFIC DIVISION

‘NOMENCLATURE, PROPERTIES AND UNITS (C-NPU)
*MOLECULAR DIAGNOSTICS (C-MD)
*PLASMA PROTEINS (C-PP)

»STANDARDISATION OF MARKERS OF CARDIAC DAMAGE (C-
SMCD)
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| SCIENTIFIC DIVISION

*SELECTIVE ELECTRODES AND BIOSENSORS (WG-SEB)
*REFERENCE METHODS FOR APOLIPOPROTEINS (WG-MA)
*STANDARD OF HUMAN CHORIONIC GONADOTROPIN (WG-SHCG)
*STANDARDISATION OF HbAlc (WG-HbAlc)
*NANOTECHNOLOGY (WG-NT)
*GUIDELINES IN MONITORING IMMUNOSUPPRESSIVE DRUGS (WG-MID)
*STANDARDISATION OF THYROID FUNCTION TESTS (WG-STFT)
STANDARDISATION OF HEMOGLOBIN A2 (WG-HbA2)

o DARL ON OF CARBOHYDRATE-L NT T
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SCIENTIFIC DIVISION

1. To provide an operating link between IFCC SD and others
International organizations, such as JCTLM, NIST, IRMM

2. To monitor the implementation of international directives, such
as the EU IVD Directive 98/79, and relevant standards (ISO
17511, 18153, etc) -

To supy ce lal ries in the context of complete
refer | '

To establisn EQAS (ring trials) Tor reference laboratories for

ffJDf]J[DfJfCJ thelr CoOmpetence

Intermational Federaton Of Clinical Chemistry &nd Laboratory Medicine



SCIENTIFIC DIVISION

RELA 1/2004
Creatinine [mgfdl]

T 6.5

T 5.4

Lab A, e, B [.e.L. method

o1& 1124 0011 5819 0,060 ID-ME Univ. Bonn
04 1,133 0,038 5559 0,150 HPLC

11 1,109 Dooa 5827 0,050 ID-M 3 Univ. Ghent
21 1,091 0020 5764 0,104 IC-hd 5 Korea
a7 1,13 0,046 586 0,082 ID-M3 Instand GE
3 e 1160 0,098 5768 0,155 Jaffe (Dimension RxL)

are 1243 0022 5685 0,088 Jaffe (Clyrmpus)

40 1,105 0,035 5765 0,081 HPLC




Papers in Press. First published June 16, 2005 as doi:10.1373/clinchem.2005.051557

Clinical Chemistry 51:5

000-000  (2005) Proteomics and

Protein Markers

Simple Cystatin C—Based Prediction Equations for
Glomerular Filtration Rate Compared with the
Modification of Diet in Renal Disease Prediction

Equation for Adults and the Schwartz
and the Counahan—Barratt Prediction
Equations for Children

Anpers Gruss," ULr Nyman,” Jonas Bjork,* VEronica Linpstronm,' BEncT Rirrg,”
(GUNNAR STERNER,” and ANDERs CHRISTENSSON

Conclusion: A GFR prediction equation based solely on
cystatin C (in mg/L) and a prepubertal factor might
replace the simplified MDRD prediction equation for
adults and the Schwartz and Counahan-Barratt predic-

tion equations for children.
© 2005 American Association for Clinical Chemistry




| SCIENTIFIC DIVISION

> Reference Measurement Proce
» Networks of Reference Laboratorles

~ PUBLICATIONS

~ COLLABORATIONS

Intermational Federaton Of Clinical Chemistry &nd Laboratory Medicine



INTERNATIONAL COLLABORATION

— 2003 NCCLS (CLSI)
Update of Memorandum of
Understanding and Collaboration

—2003-05 JCTLM - Joint Committee on
Traceability in Laboratry Medicine
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Other key stakeholders:
eProducers of Reference Materials
eRegulatory Bodies
«|VD Industry
*EQAS Organizations

To support comparability and equivalence of measurement

results in Laboratory Medicine for the purpose of improving

healthcare, through worldwide accepted traceability effort
following the principles of metrology

Intemational
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NI

The initial list of higher order Reference Materials and
Reference Measurement Procedures (published 01 April
2004) contains:

2 s o'. ten 1onally re niz a‘,." 2'@NCE
method-defin xasurands, such as enzymes.

Analytes included In this category are those that are traceable

@
Ny

to the Sl units. | £/ectrolytes, Drugs, Metapolites &
Supstrates; Nor-repLae. Hoiones, ENZYmes and Some.
Intermational anfﬂn’:?)ﬁ uflﬁ?.ﬁ/g»fner(ncﬁjlnd Laboratory Medicine



ID-GC/MS ~ University of Ghent, BE

ID-GC/MS DGKC
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SRM 909b-1 0.6 .0 NIST?

SRM 909b-2 5.286+0.061 md/dL NIST

1 Institute for Reference Materials and Measurements, Geel, Belgium

2 National Institute of Standards and Technology, Gaithersburg, MD
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Caveat

- materlals with

native human séra has not been establlshed they
may be unsuitable for direct use in calibration of

fleld methods.
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The Reference Measurement System for Creatinine

NIST SRM 914

Reference laboratory

IRMM-BCR 573/4/5 — NIST S

Calibration of

Measurement of clinical «— routine methods

samples by commercial
assays
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known, IS for IVD manufacturers to split
samples with a laboratory performing a

reference measurement procedure.

Intermational Federaton Of Clinical Chemistry &nd Laboratory Medicine




NIST SRM 914

Reference laboratory

—_

specimen

\__/

Routine methods

Measurement of clinical

samples by commercial
assays
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Introduce a fresh-frozen serum-based EQA'S, which is value
assigned by the reference measurement procedure, that interested
parties can use to assess the performance of field methods on an

ongoing basis.
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<) Coordlnat ‘ nine traceability to IDMS
with the revised GFR estlmatlng equatlon

@ Develop guidelines to communicate the clinical

interpretation issues and to implement appropriate GFR
estimating equations for standardized creatinine

Intermational Federaton Of Clinical Chemistry &nd Laboratory Medicine




the actlvmes and recommendatlons dlrected to standardize
GFR estimation:;

@ Establish a reference laboratory network for creatinine.
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@ L. Slekmann(' E)
@ L. Thienpont (BE)
@ M. Welch (US)

@ Others
@ IFCC SD liaison: M. Panteghini
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@ In cooperation wi
guidelines to coordinate the Iobal |ntroduct|on of
standardized creatinine together with the new GFR
estimating equation and to educate lab professionals

regarding the importance of assessing CKD risk.
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