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Transferability and degree of harmonization of an LC-MS based

Reference Measurement Procedure for apolipoproteins in
a network of calibration laboratories
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the value assignment of matrix-based ey developed in accordance with a predefined common accuracy base,
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A multiplexed LC-MS based reference me.asu.rement system comprises a network of calibration Iab.ora'fc?rles,

h which is one of the terms of reference of the current IFCC Scientific
measurement procedure (RMP) has e W PV Division (B); for apolipoproteins, a global network of three laboratories
been developed for serum we: @ E BB ) in USA, the Netherlands and Germany has been established (C).
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apoC-l, apc?C'—II, apoC-lll and apok [1]. :Mj L - L : 28 B : : Each laboratory received one batch of 72 samples. For six months,
Transferability and degree of s:::5 = — - aEem 5 human serum samples, 2 QC samples and 5 serum-based calibrators
harmonization of the method in a - - = N were measured along with a system suitability sample consisting of
o

network of three calibration synthetic peptides, each month (survey). Every clinical sample was
laboratories [2] included twice in the surveys. A standardized data collection template
’ was used, and data was evaluated using R.
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RESUltS: Intra-laboratory precision generally fulfilled predefined performance, which was defined as CVa < " -

50% of minimal Total Allowable Error. Additional inter-laboratory variation was observed with median Rttt cl e T Ve g (RGNSt o ] O )

interlaboratory variation for the quantifying peptides of 12.0%, 4.9%, 5.1%, 9.9%, 10.0%, 6.9% and 6.8% for Apo(a) |LFLEP 12.0 7.9 7.0 13.5

apo(a), apoA-I, apoB, apoC-I, apoC-Il, apoC-lll and apoE, respectively. For apo(a) specifically, the average ApoA-l  |ATEHL 4.9 4.0 3.5 4.7

interlab CV% for four samples around the cut-off value of 90 nmol/L was 13.7%. In QC samples, the average ApoB FIIPS 5.1 4.7 25 4.4

imprecision for all apos decreased from 6.0% and 18.1% for QC1 and QC2, respectively, to 5.2% and 9.5% over

the course of six months, indicating improvement of analytical performance of the network of calibration labs Tablel. Summary of the harmonization potential, as expressed by the median percentage

over time. imprecision overall (All) and within the three laboratories (CDC, LUMC, UKL).
Conclusions

This study shows the feasibility of transferring an LC-MS based reference measurement procedure between laboratories. Most Clinical samples fulfilled predefined
performance specifications; Ongoing round-robin studies will ensure stable performance of the network of three apolipoprotein calibration labs required to maintain an
accurate value-base for apolipoprotein certification of commercial reagents. Further information can be found at https://ifcc.org/ifcc-scientific-division/sd-working-
groups/wg-apo-ms/.
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