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11. Performance Characteristics

a) Precision

This precision was tested in accordance with CLSI guideline EP5-A2 with 3 lots and 3 blood

samples with different hemoglobin levels and confirmed the claimed CV of < 1 % (for

hemoglobin values > 10 g/dL) or standard deviation of < 0.1 g/dL (for hemoglobin values <

10 g/dL) for within-run, within-device and within single run precision as well as for lot-to-lot

and analyzer to analyzer variability.

Claim High Mid Low
sample sample Sample
CV [%] CV [%] | SD [g/dL]
Within-run precision SD<0.1g/dL 0.5 0.8 0.05
within-device precision for 0.6 0.8 0.06
within-single run precision Hb<100g/L 0.9 0.7 0.06
lot-to-lot variability CV<1% For 0.2 0.6 0.05
analyzer to analyzer variability Hb>100g/L 0.2 0.6 0.05

b) Accuracy

The trueness was tested and confirmed in accordance to the protocol of CLIA (Clinical

Laboratory Improvement Act) and CAP (College of American Pathologists) by direct method

comparison against the international reference method HiCN in a hemoglobin range of 1-255

g/L.
N Min Max Slope Correlation
[g/L] [g/L] 95"  percentile coefficient (r)
DiaSpect Tm 1 22 1 255 0.978 1.000
0.971-0.985
DiaSpect Tm 2 22 1 255 0.979 1.000
0.971-0.987

The results of the comparison studies between the DiaSpect Tm and a comparative device

performed at the point-of-care are summarized in the following table. The study was

performed across four external sites.

Sample Type N Min Max Slope Correlation
coefficient (r)

EDTA 344 4.1 g/dL | 24.5 g/dL 0.9858 0.986

Li-heparin 120 10.4 g/dL | 20.0 g/dL 0.9834 0.987

Capillary 363 20.1 g/dL | 20.1 g/dL 0.9903 0.963

12. Limitations

Interferences
The following substances do not affect the test results.

endogene Test exogene Test

interferents Concentration interferents Concentration

conjugated 37 mg/dL Acetaminophen 19 mg/dL

Bilirubin

unconjugated 37 mg/dL Acetylsalicylic acid 4 mg/dL

Bilirubin

total Cholesterol 482 mg/dL Ascorbic Acid 6 mg/dL

Intralipid 2366 mg/dL Dopamine 0.1 mg/dL

Hemolysis (free 100% Ibuprofen 26 mg/dL

hemoglobin) 18,900 mg/dL

Creatinine 16 mg/dL Tetracycline 2.6 mg/dL

Urea 129 mg/dL 3x EDTA Tube filled to 1/3
volume

Uric Acid 29 mg/dL 3x Li-heparin Tube filled to 1/3

volume

For further limitations of the procedure, see the DiaSpect Hemoglobin Cuvettes package

insert.
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DiaSpect ANEJOE>FaAWE (100 AAD x 5 /%))
DiaSpect J>bO-JL HBT1
DiaSpect J>bhO-Jl HBT2
DiaSpect J>bO-Jl HBT3
DiaSpect J>bO-JL HBT4
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Cuvette Holder
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Fv>J4—2 (DiaSpect Tm F. T35AFvIE)
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