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Total Cholesterol

Enhanced Blood Collection and Transport System

Performance Characteristics

Within-R

Within-run precision was determined by assaying dried blood spots containing
various concentrations of cholesterol. Each of the dried blood spot specimens
was assayed in replicates of two in twenty individually calibrated runs. The

Mean
Total Cholesteral Standard %% CoeMicient of
(mg/dL) Deviation Yariation
153 5.1 3.3%
196 73 1™
L 263 10.1 3.5%
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Total Error Determination

Total ermor is & measure of the overall analytical performance of an assay, o
coimbines both accuracy and precision. Total error is ogqual to the % Bias +
{196 x Total C.¥.). The % Bias of the BIOSAFE Dried Blood Cholester
Assay was cilculaled using the linear regression formula, derived from ol
comparison of the dried blood Cholesterol concentration  versus
comparable serum methodology. Total C.V, = {CVy" + CVy')'", where CV
is the coefficient of wariation for within-run precision, and CVp is ol
coctlicient of variation for between-run precision  The results of the tod
error analysis for the BIOSAFE dried blood Cholesterol assay at both low
high Cholesteral levels are presented below at bow, normal and elevated Tot
Cholesterol levels.

Between-run precision was determined by o series of duplicate measurements
of three diffierent samples over a series of twenty different runs (n=20). The

duta are presented below.

Mean
Total Cholesteral Standard % CoelMclent of
[-[a"ﬁ—] Deviation Variation
153 T 31T
196 T6 1.6%
263 84 32

Paired serum and dried blood spot samples containing varying concentrations

Total Total Error
Chaolesterol % Bias Total % CV (%) Total
{mg/dL) Cholesteral
153 0.90% 4.9% 10.5%
196 =1.1% 51% 11.1%
263 -1.3% 4.9% 10.9%

imen uirements
The BIOSAFE Laboratories Dried Blood Spoi Toiml Cholesterol Ass
requires three (3) S0uL drops of capillary whole blood placed onto
specialized paper card. The blood is dried and placed into a waterproof ous

of cholesterol were analyzed. Total cholesterol concentrations observed for
the dried blood spot (DBS) specimens versus serum (enzymatic methodology )

envelope for shipping via regular mail to BIOSAFE Laboratories for testing.

W the linear regression method.
N =358
Correlation Coelficient Lyl
Slope 1.02
Intercept =16
(o i s bl
Dried Blood Seram
Total Cholesterol Methodalogy
Mean Chol. (mg/di) 110.2 1088
Standard Deviation
of Range 47.7 453
3 600 - W
g 600 -
E 400 -
300 -
o
ﬁ 200 -
3- 100 4
' L Ll L ¥ L 1
o 100 200 300 400 500 G600
Serum Cholesterol (mg/dL)

S

Specimen Stability

Dried blood spot total cholesterol specimens arc stable for more than 14 da
when stored at room temperature and for greater than 2 | days when stored at
=20°C.

Convenient and le to Administer

Simple instructions guide the patient through self-collection of & capilla
hleod sample onio a collection card using a finger lancet. The BIOSAF
Cholestersd Detection System requires only four simiphe steps:

1. Collection kit provided 1o patient,

2. Patient applics blood sample onto collection card,

1.  Blood sample sent io BIOSAFE Laboratories in provided mailer,

Total Cholesterol resulis returned within days.
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To plasce an order or for additional information, call:

1-888-700-TEST
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