Acccount Name: Silver Cross Hospital
Laboratory: Coagulation

Prepared by: Nicole Krug
Title: Sr. Technical Applications Specialist
Verfication Date: -

New Method

Sysmex CS-2500 (23550)
PT (Innovin) (Sec)

Comparison Method

Sysmex CS-5100 (25998)
PT (Innovin) (Sec)

Traceability: Traceability:
Reference Interval: 9.60-11.10 Reference Interval: 9.60 - 11.10
Analytical Range: Analytical Range:
Reagent Lot A: 549731 Reagent Lot A: 549731
Reagent Lot B: Reagent Lot B:
Reagent Lot C: Reagent Lot C:
Calibrator Lot: Calibrator Lot:
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Comparison Methed Concentration (Sec)
Sysmex CS-5100 (25998)

Regression Analysis: Least Squares

Number of Samples 40 || Slope 1.028
Range of results 9.40 - 82.50 || 95% confidence interval of slope 1.02-1.04
New Method Mean 25663 || Intercept -0.142
Comparative Method Mean 25.103 || Correlation Coefficient (r ) 0.2096

Standard Error (Sy.x) 0.61




New Method

Sysmex CS-2500 (23550)
aPTT (Actin FSL) (Sec)

Comparison Method

Sysmex CS-5100 (25998)
aPTT (Actin FSL) (Sec)

Compartzon Method Concentration (Sec)
Sysmex CS-5100 (25998)

Traceability: Traceability:
Reference Interval: 24.80 - 33.00 Reference Interval: 24.80 - 33.00
Analytical Range: Analytical Range:
Reagent Lot A: 556969 Reagent Lot A: 556969
Reagent Lot B: Reagent Lot B:
Reagent Lot C: Reagent Lot C:
Calibrator Lot: Calibrator Lot:
203 Regression Analysis: Least Squares
_ Number of Samples 36
_ Range of results 24.20 - 279.90
o _ New Method Mean 50.175
& g 2m Comparative Method Mean 49.775
&£ 2 ] Slope 0.995
S 8 ] 95% confidence interval of slope 0.98 - 1.01
s @ | Intercept 0.648
2 | Correlation Coefficient (r) 0.0901
§ & * Standard Error (Sy.x) 2.06
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New Method

Sysmex CS-2500 (23395)

Comparison Method
Sysmex CS-5100 (25823)

PT (Innovin) (Sec) PT (Innovin) (Sec)
Traceability: Traceability:
Reference Interval: 9.30 - 12.40 Reference Interval: 9.30 - 12.40
Analytical Range: Analytical Range:
Reagent Lot A: 549730 Reagent Lot A: 549730
Reagent Lot B: Reagent Lot B:
Reagent Lot C: MNPT: 10.5 sec Reagent Lot C: MNPT: 10.4 sec
Calibrator Lot: 1SI: 1.06 Calibrator Lot: ISI: 1.06
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Comparison Method Concentration (Sec)
Sysmex CS-5100 (25823)
Regression Analysis: Least Squares
Number of Samples 113 || Slope 0.980
Range of results 9.40 - 73.90 ([ 95% confidence interval of slope 0.88-1.00
New Method Mean 15.385 || Intercept 0.247
Comparative Method Mean 15.264 || Correlation Coefficient (r) 0.9989
Standard Emor (Sy.x) 049




New Method

Sysmex CS-2500 (23395)
D-Dimer (Innovance) (mg/L)

Traceability:

Comparison Method

Sysmex CS-5100 (25823)
D-Dimer (Innovance) (mg/L)

Traceability:

Reference Interval: 0.19-0.59 Reference Interval: 0.19-0.59
Analytical Range: 0.19-35.20 Analytical Range: 0.19 -35.20
Reagent Lot A: 49689 Reagent Lot A: 49689
Reagent Lot B: Reagent Lot B:
Reagent Lot C: Reagent Lot C:
Calibrator Lot: 561976 Calibrator Lot: 561976
- Regression Analysis: Least Squares
n Number of Samples 51
_ Range of results 0.19-20.63
5 | New Method Mean 2.885
E & Comparative Method Mean 2.806
a0 Slope 0.008
g i 85% confidence interval of slope 0.8 - 1.01
g | A Intercept -0.010
b é i Correlation Coefficient ( r) 0.0902
§5 Standard Error (Sy.x) 0.22
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Compartzon Method Concentration (mgiL)
ysmex C2-5100 (25823)




