Technical Bulletin

HDL-Cholesterol, DS

Self-Collection and Dried Serum Specimen Screening
System for Health Awareness and Disease Management.

Performance Characteristics

*Within-Run Precision

Within-run precision was determined by testing dried serum
samples containing two concentrations of HDL. Each of
the samples was tested ten times in individually calibrated
runs:

Mean Standard Coefficient of

HDL Cholesterol (mg/dL) Deviation Variation (%)
51.9 1.6 3.0
76.7 1.9 2.4

®Clinical Sensitivity and Specificity
Clinical sensitivity and specificity were determined by testing
paired serum and dried serum samples (DSS) samples
containing varying concentrations of HDL-Cholesterol and
evaluated at a cut-off value of 40 mg/dL:

N=30 DSS HDL-C DSS HDL-C
- > 40 mg/dL <40 mg/dL
Serum HDL-C
> 40 mg/dL 23 0
< 40 mg/dL 0 6
®Linearity

Whole blood containing elevated levels of HDL was diluted
with a whole blood sample with low levels of HDL. The assay
was performed in triplicate:

Observed Expected
HDL-C Recovery (%)
HDL-C (mg/dL
(mg/a) (me/dL
29.2 19.0 153.6
44.0 42.0 104.7
63.0 64.0 98.4
64.9 71.0 91.4
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®Dried Serum Sample Stability
Dried Serum HDL is stable for four weeks when stored at room
temperature.

®Accuracy

Paired serum and dried serum spot samples containing
varying concentrations of HDL-Cholesterol were tested. HDL
concentrations observed for the dried serum samples
versus serum (enzymatic  colorimetric method) were
statistically analyzed by simple regression.

N=29

Correlation Coefficient 0.97

Slope 0.69

Intercept 15.9

Comparable
DSS HDL Serum
Method
Mean HDL Cholesterol 49.0 47.7
Standard Deviation of Range 8.3 11.8
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®Sample Requirements
The COREMEDICA Dried Serum HDL-C test requires five (5)
drops of blood placed onto a HemaSpot-SE® collection device.
The sample is then placed in the return envelope and mailed to
the laboratory for testing.

®Convenience and Simplicity

Simple instructions are provided to the health awareness
participant for collection of a serum sample using a finger
lancet. The HDL-C test system requires three simple steps:

1. The collection kit is provided.

2. Participant applies blood sample onto HemaSpot-SE®.
3. Sample is sent to COREMEDICA in provided mailer.

® Interpretation
HDL-C Levels less than 40 mg/dL are associated with increased
risk of cardiovascular disease.

CoreMedica

FRIENDLY INNOVATIONS FOR BETTER HEALTH

200 NE Missouri Road ® Lee’s Summit *Missouri 64086
CLIA License No 26D2013888

COP&

ACCREDITED™
CAP No 7537862

For additional information, call:
816-600-6454





