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Figure 6 Method Comparison with patient samples < 5 ng/mL using the Access PCT assay

Criteria Maximum Observed and the VIDAS® B-R-A-H-M-S PCT™ assay gave a Passing-Bablok Slope of 0.96 and
(ng/mL) Result (ng/mL) Intercept of 0.08 ng/mL. The Pearson correlation coefficient was 0.99.

Parameter

RESULTS LoB <0.005 0.001
LoD 0.002-0.003 VIDAS PCT VIDAS PCT
- 0.5 > 0.5 Access 2 PCT Iz -2 Total
Assay Characteristic Access PCT Assay Serum 0.002 Access 2 PCT ngimL ng/mL Total ng/mL ng/mL
<0.01 < 0.5 ng/mL 85 1 86 <2 ng/mL 133 2 135
~ Lithium Heparin Plasma 0.002
Analytical Measuring 0.0110 100 ng/mL . . > 0.5 ng/mL 10 164 174 > 2 ng/mL 0 125 125
Sanae Up to 1000 ng/mL with automated
LoQ 20% CV 0.002-0.003 Overall agreement = 95.8% Overall agreement = 99.2%
Sample Volume 35 uL
P a Serum 0.002 Figure 7 The analytical concordance between the Access PCT assay and the VIDAS® B-R-A-H-M-S
<0.02 PCT™ assay at the PCT levels of 0.5 and 2.0 ng/mL were 95.8% and 99.2%, respectively.
Lithium Heparin Plasma 0.002
Tests per Pack 50 EDTA Plasma 0.003
CONCLUSIONS
Lyophilized Figure 3 Studies performed based on CLSI EP17-A22, the Access PCT assay exhibited a Limit of
Blank of 0.001 ng/mL, and a Limit of Detection (LoD) and Limit of Quantitation (LoQ) of 0.002 ng/mL in _ _ . _
_ Reconstituted Stability: Serum and Lithium Heparin Plasma, and 0.003 ng/mL in EDTA Plasma. The Access !DCT assay Is a h'thy sensitive and precise assay,
Calibrators S0-S6 4 Hours at 20 to 25°C demonstrating strong correlation and concordance to a well-
90 Days at -30 to -15°C established predicate PCT method at clinically relevant levels.
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Sample Size Median 95% Upper Reference Interval
. 42 Days
Stability
202 0.025 0.065
1. CLSI EP05-A3:2014 Evaluation of Precision of Quantitative Measurement

Serum (gel or no gel) Procedures; Approved Guideline-Third Edition.
Sample Types Lithium Heparin Plasma Figure 4 PCT reference interval testing was performed at one external site on an Access 2 _ _ N -

EDTA Plasma immunoassay system using 202 serum samples from approximately equal numbers of apparently 2. CLSI EP17-A2:2012 Evaluation of Det_e_ctlon Capability for Clinical Laboratory

healthy male and female subjects 221 years of age. Measurement Procedures, Second Edition.

Hook Effect No hook effect up to 5,000 ng/mL tPending submission and clearance by the United States Food and Drug Administration

and Health Canada; not yet available for in vitro diagnostic use in the US or Canada.
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