B1LOOD SPOT TEST SPECIFICATIONS

Dehydroepiandrosterone Sulfate

Clinical Infor mation

Dehydroepiandrosterone (DHEA), a hor-
mone produced by the adrenal glands, is
the precursor for the production of estro-
gens and testosterone, and is therefore
normally present in significantly greater
quantities than al the other steroid hor-
mones. It ismostly found in the circula-
tion in the form of its sulfate ester, DHEA
sulfate (DHEA-S), which is measured in
blood spot in preference to free DHEA
because its circulating levels are higher
and more stable. Its production is highest
in the late teens to early 20s, and declines
gradually with age in both men and wom-
en. Levelsof DHEA-S reflect adrenal
gland function. Low DHEA-S indicates
adrenal insufficiency and/or androgen
deficiency, and can be associated with
reduced libido and general malaise. High
DHEA-S levels are seen in hyperadrenal
states such as congenital adrenal hyper-
plasia, and in polycystic ovarian syn-
drome; high levels in women are associat-
ed with masculinizing effects because of
its local metabolism to testosterone.
DHEA supplementation has been success-
fully used to treat adrenal insufficiency
and can restore normal levels of testos-
terone in women with androgen deficien-
cy, particularly as a conseguence of re-
moval of the ovaries. Because of its con-
version to potent estrogens and androgens,
levels should be closely monitored during
supplementation to avoid excess. The
blood spot reference range for DHEA-Sin
women is 40—290 ug/dL, and for men
70—325 pg/dL.
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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 DHEA-S Standard Deviation  Coefficient of Variation
Concentration (ug/dL) (C.V.%)
38 42 11.2
126 6.3 5.0
244 315 129

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 DHEA-S Standard Deviation  Coefficient of Variation
Concentration (ug/dL) (CV.%)
58 6.3 10.8
113 4.9 44
260 20.3 7.8
Accuracy

To test the accuracy of the dried blood spot assay for DHEA-S, 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 = 0.89):
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Analyte Stability

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

Specimen Collection

Kitsfor blood spot collection contain afilter 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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