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INTRODUCTION & METHODS ESULTS - SENSITIVITY

Beckman Coulter’s next-generation, high-

volume immunoassay analyzer is currently A_s advar)ces in automated i_mmunoassay testing have aIIO\_Ned fo_r imprgved sensiti_vity, specificity and shortened time to first result_ of i Sample_s were tested across (_each asse_)_y’_s
f diagnostic assays, expectations have also become more discerning. With product improvements, workforce shortages and consolidations, measuring range and sensitivity capabilities
under development. The analyzer is ! . v o N o . iy R i _ N N
aleslaresl hi higher th hout many diagnostic laboratories are adopting increased automation with higher throughput testing, while maintaining or improving their quality. of LoB, LoD and LoQ were calculated for
RTINS Sttty Beckman Coulter is developi i tem to add| th ds while t ferring thi tl ilabl the prototype and predicate platforms. The
Smploy anlenhancedlchemiuminescent C ping a new immunoassay system to address these needs while transferring the assay menu currently available p yps pre p .
bstrate (LUMI-PHOS PRO). deli on its Access 2 Immunoassay System. The new prototype system employs improved precision pipetting and an enhanced chemiluminescent calculated conservative surrogate estimates
Sl - . by et substrate that allows for increased tests per reagent pack, increased sensitivity, improved precision, and shortened time to first result are shown below. Testing was completed
shorter turnaround times, increase tests across multiple pack lots and calibrator lots
run per rea}gent pack, apd prOVIde high- A comprehensive assay menu was characterized on the prototype analyzer and all data is compared to Access 2 performance. The three to also evaluate lot-to-lot variation.
quality patient results with improved user assays represented were selected based upon their clinical importance and frequency of use. Procalcitonin (PCT) is used as an early
workflows Yvhen compared to the legacy indicator of sepsis and/or sepsis risk and troponin (hsTnl) aids in the diagnosis of myocardial infarction ; both are used in critical care Limit of Blank (LoB)
Access UniCel DxI 800 Immunoassay settings. Thyroid stimulating hormone (TSH) is used to assess thyroid status and has applications for both screening and monitoring in 7
System. individuals with hyper- or hypothyroidism, as well as other thyroid disorders. (n:ff;‘rl_) (;‘:;:"I'_) T(su'-I‘lJ(?mI_I)S)

Assay data generated on the prototype
analyzer demonstrates a strong correlation
and similar imprecision to Beckman’s
predicate platform, the Access 2
Immunoassay System (A2).

For each assay, a panel of residual samples spanning assay analytical measuring ranges and commercially available quality controls were Claim
tested across three reagent lots, two calibrator lots, over multiple days of testing on three prototype analyzers and three Access 2 systems.
Accuracy’, imprecision?, and sensitivity® were calculated and compared to the Access 2 following procedures based on CLSI guidelines.

PCT and TSH were evaluated and compared the increased tests per pack on the prototype to the standard tests per pack on the Access 2.

Access 2 0.002 1.23 <0.001

Prototype™ <0.001 0.52 <0.001

Highlighted here are three example assays
from the current portfolio, thyroid

Limit of Detection (LoD)
RESULTS SUMMARY

stimulating hormone (TSH), troponin (n:ﬁ:,_) (;';;rr:ll_) Tﬁ;ﬁ?:,_l)s)
(hsTnl), and procalcitonin (PCT), A subset of preliminary data for the Access TSH 3™ IS, Access hsTnl, and Access PCT assays generated on the prototype analyzer is

demonstrating improvements in sensitivity presented here. Each of these assays exhibit a strong correlation to Access 2, similar imprecision, and improved sensitivity as measured by Claim

and precision achieved by the prototype limit of quantitation (LoQ). In addition to achieving quality results, an increase in number of tests per reagent pack is realized for both TSH Access 2 0.004 156 0.003
analyzer. and PCT assays. All data within this poster was generated by Beckman Coulter Diagnostics*.

Prototype’ 0.002 063 0.001

RESULTS - ACCURACY

Limit of Quantitation (LoQ)
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A method comparison study was performed to evaluate the prototype’s accuracy when compared to the predicate platform, Access 2, for PCT, hsTnl and TSH. Assay-specific controls and ;’(;%/{,"g-\} (pg/mL) %&,Z'g')
sample types were evaluated and analyzed using a Passing-Bablok regression. All three assays yielded passing method comparison results with slopes meeting the required specification of . <11.5 (10% CV)
Claim <0.02 <0.01
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Preliminary assay data generated on the

next-generation, high-volume

TSH (3 15) immunoassay analyzer prototype system

demonstrates a strong correlation to

. ) Access 2 and enhanced performance with

Actei 3 Imeninossssy Syitem (pgml) regards to precision. Accuracy analyses

Figure 1a. Passing-Bablok analysis of PCT platiorm method Figure 1b. Passing-Bablok analysis of hsTnl platform method Figure 1c. Passing-Bablok analysis of TSH platform method showed there is minimal (<5%) dose
comparison comparison comparison difference between the prototype and

predicate platforms.
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RESULTS - PRECISION

Additionally, characterization data
demonstrates the opportunity to achieve

Athree-day precision study was completed on three prototype analyzers and three Access 2 analyzers. Samples included commercially available quality controls and residual samples and improved sensitivity for assays including
were distributed across the assay’s measuring range. Estimates of total imprecision presented herein are inclusive of variability attributed to within-run, between-day, instrument-to- Access TSH 3 IS, Access hsTnl, and
instrument, calibration-to-calibration, reagent lot-to-lot, and calibrator lot-to-lot. Quality control materials used were assay specific with PCT, hsTnl and TSH (3rd IS) using Bio-Rad Lyphochek = Access PCT while increasing tests
Specialty, MORE Diagnostics’ Cardiac Markers and Bio-Rad Lyphochek Immunoassay Plus, respectively. Control concentration results on the Access 2 and prototype were compared to available from each individual pack for TSH
acceptable concentration ranges as determined by the manufacturer. and PCT assays.
TSH (371S) References
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