B1LOOD SPOT TEST SPECIFICATIONS

Insulin

Clinical Infor mation

High fasting insulin levels are a good indi-
cator of insulin resistance, whether or not
the patient shows glucose intolerance.
Insulin resistance occurs when the cellular
response to the presence of insulin is im-
paired, resulting in a reduced ability of
tissues to take up glucose for energy pro-
duction. Chronically high insulin levels are
seen as the body attempts to normalize
blood sugar levels. The normal range for
fasting insulin is 1 — 15 pIlU/mL, but levels
between 1 and 8 plU/mL are optimal.
Blood levels of insulin 2 hours after a meal
are now becoming an important indicator
of both diabetes progression and cardio-
vascular disease risk. In non-diabetics,
elevated postprandial insulin may be a
better marker of cardiovascular disease
risk than fasting insulin. In individuals
with diabetes, postprandial levels become
lower as diabetes progresses and beta-cell
responsiveness deteriorates, indicating
worsening of blood sugar control. In non-
diabetics, whose pancreatic beta cell func-
tion is normal, insulin levels usually return
to normal (1-15 pIU/mL) within 2 hours
after eating a typical breakfast meal. Ele-
vated postprandial insulin levels have been
strongly linked with coronary artery dis-
ease risk in non-diabetics.
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Innovating Hormone Testing

Assay Method: ELISA

Intra-assay Precision

Intra-assay precision was determined by choosing three samples spanning the reference
range, and analyzing them multiple times within the same run. Results are shown below:

Mean Insulin Standard Deviation  Coefficient of Variation
Concentration (ulU/ml) (C.V.%)
5.05 0.37 7.37
10.36 1.05 10.15
13.77 1.34 9.76

I nter-assay Precision

Inter-assay precision was determined by choosing three samples spanning the reference
range, and analyzing them multiple times throughout different runs. Results are shown

below:
Mean Insulin Standard Deviation  Coefficient of Variation
Concentration (ulu/ml) (C.V.%)
3.7 0.34 9.1
5.5 0.46 8.5
23.0 3.68 16.0
Accuracy

To test the accuracy of the dried blood spot assay for insulin, dried blood spot samples
collected at the same time as corresponding serum samples were analyzed by linear re-

gression. Resulting correlation data are shown below (R = 0.93):
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Analyte Stability

The dried blood spot samples are stable for more than 1 month at room temperature.

Specimen Collection

Kits for blood spot collection contain a filter paper collection card, finger lancets, an al-
cohol prep pad, sterile gauze, a band-aid, easy-to-follow instructions, and a mailer to

return the sample for analysis.
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