Technical Bulletin

Blood Cortisol, DS

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

Performance Characteristics

*Within-Run Precision

Within-run precision was determined by testing dried serum
containing two concentrations of Cortisol. Each of the dried
serum samples was tested ten times:

®Accuracy

Paired serum and dried serum samples containing varying
concentrations of Cortisol were tested. Cortisol
concentrations observed for the dried serum samples versus
serum  (Enhanced chemiluminescense = immunoassay
method) were statistically analyzed by simple regression.

Mean Standard Coefficient of
Cortisol (ug/dL) Deviation Variation (%)
3.9 0.02 0.6
25.5 0.68 2.7

®Clinical Sensitivity and Specificity

Clinical sensitivity and specificity were determined by
testing paired serum and dried serum samples (DS)
containing varying concentrations of Cortisol and evaluated
at a cut-off value of 23.0 ng/mL:

N=35
Correlation Coefficient 0.96
Slope 0.97
Intercept 0.51
DS Comparable
Cortisol serum
Method
Mean Cortisol 13.6 13.8
Standard Deviation of Range 7.6 7.6
50
L ]
,‘-Eac I
g
=
E L
g2 r =0.9783x+ 0.51
2 e :
o
o i i i i
[i} 10 20 30 40
Serum Cortlsol (pg/fdL)

DS Cortisol DS Cortisol
N=25
>23.0 ug/dL <23.0 pg/dL
Serum Cortisol
>23.0 ug/dL 3 0
<23.0 pg/dL 0 32

®Linearity

Whole blood containing elevated levels of Cortisol was
diluted with a whole blood sample with reduced levels of
Cortisol. The assay was performed in duplicate:

Observed Expected
Cortisol Recovery (%)
Expected (pg/dL
(ug/dL) p (ng/dL)
3.8 3.0 97.4
11.8 9.4 125.4
18.1 15.0 120.7
22.8 20.0 114.7
25.4 255 99.6
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®*Dried Serum Sample Stability
Dried serum Cortisol samples are stable for two weeks
when stored at room temperature.

®Sample Requirements

The COREMEDICA Dried Serum Cortisol laboratory test
requires five (4) drops of blood placed onto a Blood-DS®
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 spot using a finger lancet.
The COREMEDICA Cortisol test using dried serum specimens
requires three simple steps:

1. The collection kit is provided.
2. Participant applies blood sample onto Blood-DS®.
3. Sample is sent to COREMEDICA in provided mailer.

® Interpretation

A Cortisol screening test is typically used in the evaluation of
mild hormone elevations (pseudo-Cushing states) associated
with common health problems such as obesity, high blood
sugar, and high blood pressure.
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