OF THE ANALYTICAL PERFORMANCE OF THE AQUIOS CL FLOW CYTOMETER IN A MULTI-

CENTER STUDY

Diana Careaga', Robert Magari', Karen Lo', Michael Keeney?, Ben Hedley?, Dominika Benjamins?, Dr. You-Wen Qian?, Larry Hinson?, Cristina Ceja’, Alexandra Amador?, BECKMAN
Casiana Fernandez-Bango*, Rosa Colon®, Oilda Rubio®, Eileen Landrum?®, Justin Rohrbach?, Robert Ortega’, Ana Vieira!, Dawn Holmes", Raquel Cabana®, Pedro Diaz°, COULTER

and Liliana Tejidor’ . ... - _ .
*University of Miami Miller School of Medicine, Miami, Florida, USA

Beckman Coulter Diagnostics, Inc., 'Clinical Research, Miami, Florida, USA i _ .
2 ondon Health Sciences Centre. London. Ontario. Canada Beckman Coulter, Inc., °Clinical Quality Assurance, Research and Development, Miami, S :
’ ’ ’ Florida, USA ciences

SThe University of Texas Medical Branch, Galveston, Texas, USA _ _ . _
y Beckman Coulter Life Science, Inc., °Research and Development, Miami, Florida, USA

AQUIOS Tetra Precision Performance
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AQUIOS Tetra-2+ Panel [CD45-FITC/(CD56+CD16+)-RD1/CD19-ECD/CD3-PC5]
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To assess substantial equivalency, the AQUIOS CL with
AQUIOS Tetra reagents was compared against the BD AQUIOS Tetra (Test) vs. BD FACSCalibur (Reference)
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control material were evaluated at three (3) sites. Tables 1
and 2 provide results for AQUIOS Immuno-Trol Cells and
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approach for absolute counts [TruCount]. A total of 443

samples combined from four (4) clinical sites covering the _

CD4 analytical measuring range with emphasis on the AQUIOS Tetra (Test) vs. BD FACSCalibur (Reference)
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Percent marker recovery comparisons had clinically
Insignificant to no bias. A negative bias for the comparison
of AQUIOS to the BD FACSCalibur was observed in the
absolute count marker recovery for all four (4) sites 1320 -
combined. This negative trend observed for all markers
was not clinically significant. Importantly, smaller
differences were observed for CD3+/CD4+ counts
compared to other markers as summarized in Tables 3 and
4. The bias was clinically insignificant at the medical 457 -
decision points for CD3+/CD4+ as noted in Table 5. The

additional parameters that AQUIOS provides (CD45+ and F 407 |
CD45+ Low SS) are not provided. 141 . . . . . — T —T— T
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Figures 1 and 2 illustrate regression and Bland-Altman Reference Average

plots, respectively for CD3+/CD4+ count confirming Figure 1. CD3+CD4+ Absolute Count — Regression Plot Figure 2. CD3+CD4+ Absolute Count — Bland-Altman Plot

comparability of AQUIOS Tetra to the BD FACSCalibur.

The AQUIOS™ CL flow cytometer demonstrated excellent performance in lymphocyte subset analysis with AQUIOS Tetra
Panel Reagents.
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A total of 161 hematological normal adult donors were
combined to establish reference Interval. Normal reference
intervals for lymphocyte subsets (data not shown) were
consistent with published values.




