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1 BQ
Osaka 1013 (October 2013) LDL cholesterol survey

Bottom Fraction

BF BF % Bias Absolute, Bias Bias

SampleID|CDCRY S§.D. | Osakamean | S.D. %CY | vs CDC| % Bias | vs CDC Limit Range
BO47 163.18 2.07 163.51 0.52 0.32 0.20 0.20 0.33 -2.12 1.85
BQS5 184 .38 2.25 184.39 0.56 0.31 0.00 0.00 0.00 -240 2.74
BOS7 209.33 1.79 208.69 0.75 0.36 -0.31 0.31 -0.64 -3.03 3.28

Mean = 0.61 0.33 -0.03 017 -0.10
HDL Cholesterol

HDLC HDOLC % Bias |Absolute, Bias Bias Bias (4% RV)

SampleID|CDCRY S§.D. | Osakamean | S.D. %CY | vs CDC| % Bias | vs CDC Limit Range* Limit Range*
BQ47 64.51 1.05 64.38 0.52 0.80 -0.21 0.21 -0.14 -2.00 2.00 -2.58 2.58
BQ55 55.84 1.07 56.01 0.62 1.10 0.31 0.31 0.17 -2.00 2.00 -2.23 2.23
BQ5T7 51.60 1.83 51.73 0.16 0.31 0.24 0.24 0.13 -2.00 2.00 -2.06 2.06

Mean = 0.43 0.74 0.11 0.25 0.05
LDL Cholesterol

LDLC LDLC % Bias |Absolute Bias Bias

SampleID|CDC RY S.D. | Osakamean | S.D. %CY | vs CDC| % Bias | vs CDC Limit Range
BQ47 99.06 216 99.14 0.20 0.20 0.08 0.08 0.08 -1.98 1.98
[=lel 128.55 2.20 128.38 0.19 0.15 -0.14 0.14 -0.18 -2.57 2.57
BQS57 157.73 1.73 156.96 0.72 046 -0.49 049 -0.77 -3.15 3.15

Mean = 0.37 0.27 -0.18 0.23 -0.29
Shaded rows indicate cases where results exceed Proposal A criteria
Bold numbers indicate cases where results exceed Proposal B criteria
HDLC Bias Limit Range* - Use the HDLC limit range that is smaller

2 CRMLN
Lipid Precision Accuracy
BFC CV<15% = (CDC LDL-C reference value x 0.02 + HDL-C bias vs. CDC)
[max = =2 mg/dL or 0.04 (HDL-C reference value) if smaller]
HDL-C SD £ 1 mg/dL + CDC HDL-C reference value x 0.04
LDL-C CVil5% + CDC LDL-C reference value x 0.02

CRMLN: Cholesterol Reference Method Laboratory Network. BQ RMP: Beta quantification reference measurement procedure.

CDC: US Centers for Disease Control and Prevention. SD: Standard deviation. CV: Coefficient of variation.

BFC: Bottom fraction cholesterol. HDL-C: High-density lipoprotein cholesterol. LDL-C: Low-density lipoprotein cholesterol.




Statistical item BFC HDL-C LDL-C
Mean precision as %CV (SD) 0.60 (0.342) 1.01 (0.605) 0.85 (0.461)
Mean bias as % (SD) -0.12 (0.853) 0.45 (1.708) -0.34 (1.148)
Pass rate for imprecision (N) 95.4% (267) 95.4% (267) 91.8% (257)
Pass rate for bias (N) 91.4% (256) 94.6% (256) 89.6% (251)
Absolute bias (%) 0.63 + 0.589 1.23 £ 1.270 0.86 = 0.830
Bias in mg/dL (95%CTI) 0.34 (0.14, 0.53) -0.16 (-0.26, -0.07) 0.49 (0.32, 0.66)
Limits of agreement in mg/dL -2.87-3.54 -1.76 - 1.43 0.31 - 0.66
Slope (95%CT) 0.988 (0.981, 0.995) 0.980 (0.971, 0.989) 0.987 (0.980, 0.993)
Intercept (95%CI) 1.794 (0.581, 3.006) 1.118 (0.676, 1.560) 1.200 (0.388, 2.011)
Correlation coefficient as R 0.997 0.994 0.997

CRMLN: Cholesterol Reference Method Laboratory Network.
SD: Standard deviation. CI: Confidense interval. N: Number.

BFC: Bottom fraction cholesterol. HDL-C: High-density lipoprotein cholesterol. LDL-C: Low-density lipoprotein cholesterol.
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