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YBog: Bepudukaumja KIMHUYKO-XEMMUjCKUX METOAA je 0f, M3y3eTHOT 3Hayaja 3a obesbehmBatrbe AOKa3a Aa ce
KapaKTeEPUCTUKE MeToAe NpoNUcaHe oj cTpaHe npoussohaya mory penpoaykosaTtvy nabopaTopuju rae he ce 1a metona
PYTUHCKN KOPUCTUTK.

Lumw paga: MpoueHa cnaratba CLIA Beckman Coulter v ECLIA Roche umyHoxeMMjcKUX meToaa 3a oapehnsate
npokanuutoHuHa (NUT) n ucnutMeatbe aHanuTMukmx nepdopmaHcu CLIA meToae npe ysoherba y pyTUHCKY ynoTpeby.
Martepujan umetoge: Y uumy Bepudunkaumnje CLIA meTose oapefhrsaHe cy HenpeuusHocTy cepujun, usmehy cepwmja, ns
JaHa y AaH M LesIoKynHa HenpeumsHocT nabopaTopuje ynoTpeb6oM TpM HUBOA KOME PLMjaIHUX KOHTPOTHUX y30paKa. Y
LM/by NpOBepe HeTAYHOCTU U CUCTEMATCKE rpellKe nopeannn cMmo pesyataTe ogpehumsatba MNUT 48 naumjeHata CLIA
meToAoM Ha Access 2 Beckman Coulter umyHoaHanusaTopy ca ECLIA meTonom Ha Elecsys Roche umyHoaHanunsaTopy.
Pe3synTtatu: HenpeumsHocTy cepuju, nsmehy cepuja n ykynHa HenpeumsHocT nabopaTopuje 3a ABa HMBOA KOHLLEHTpaLMja
KOHTPO/IHMX y30pakKa usHocuna cy, pegom, 1,2-1,3%, 1,22-1,37% 1 1,5-2,4%. HenpeumsHOCT U3 AaHa Y AaH 3a TPU HMBOA
KOHLEeHTpauuja usHocna je pegom2,48%, 0,74% n 1,52%. 3a 48 1 29 y3opaka nauumjeHata, bias usmehy metoaa je 6mo,
pegom 0,033 10,519, a penatusHu bias 0,45% v 4,19%. Spearman-osu KoebuLMjeHTM Kopenaumje 3a 48 n 29 ysopaka
nauujeHata cy 6unu, pegom, 0,998 (p<0,001) 1 0,993 (p<0,001). loKa3aHO je CTaTUCTUYKM 3HAYAjHO C/laratbe BpeaHOCTH
NUT gobujeHux CLIA n ECLIA meTogom 3a 48 n 29 y3opaka (p=0,409 1 0,888). JeaHaunHe npase aobujeHe Passing-Bablok
aHanM30M 0BMX y30paKa cy bune, peaom, y=-0,01+0,99x n y=-0,02+1,00x.

3akbyyak: Ha oCHOBY M3payyHaTUX CTaTUCTUYKMX NapameTapa 3aksbydyje ce ga CLIA meToaa Ha Access 2 Beckman Coulter
aHa/n3aTopy MCNYHABA HEONXOAHE aHAIUTUYKE KPUTEPUjYME M YKa3yje Ha CTaTUCTUYKM 3HAYajHY Kopenaumjy u cteneH
cnaramwa ca ECLIA metoaom Ha Elecsys Roche aHanusaTopy.
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Introduction: Verification of clinicallaboratory assaysis of great importance in providing evidence to support the
manufacturer’s claimsthat the assay characteristics can be successfully reproduced in the laboratory where the assay will
be routinely used.

The Aim: The aim was to assess the agreement of CLIA Beckman Coulter and ECLIA Roche immunoassays for procalcitonin
(PCT) determination and to examine the analytical performance of CLIA assay, before itsintroduction into routine practice.
Material and Methods: In order to verify CLIA method, within-run, between-run, between-day and totalimprecision were
determined using three levels of commercial controlsamples. In order to check for uncertainty and systematic error, we
compared PCT results in 48 patients obtained by CLIAand ECLIAimmunoassays using Access 2 Beckman Coulter and
Elecsys Roche immunoanalyzer, respectively.

Results: Within-run, between-run and total imprecision for two levels of commercial controlsampleswere, 1.2-1.3%, 1.22-
1.37% and 1.5-2.4%, respectively. Between-day imprecision for three concentration levels were 2.48%, 0.74% and 1.52%,
respectively. For 48 and 29 patientsamples, bias between assays was 0.033 and 0.519, respectively, and the relative bias
was 0.45% and 4.19%, respectively. Spearman's correlation coefficients for 48 and 29 patient sampleswere, 0.998 (p
<0.001)and 0.993 (p <0.001), respectively. There was a statistically significant agreementbetweenPCT values obtained by
CLIA and ECLIAfor 48 and 29 samples (p =0.409 and 0.888). Regression equations obtained using Passing-Bablok analysis
were, y=-0.01+0.99x and y=-0.02+1.00x, respectively.

Conclusion: Based on the calculated statistical parameters, it is concluded that the CLIA assay on the Access 2 Beckman
Coulter analyzer meets the necessary analytical criteria and indicates a statistically significant correlation and concordance
with the ECLIA assay on the Elecsys Roche analyzer.
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