Diabetes Risk
Assessment

UNDERSTANDING YOUR TEST

CHEMCARD: USAGE

The Chemcard™ Glucose Test is intended for use as a rapid, in vitro method for early identification of
abnormal fasting plasma glucose concentration which can be a sign of diabetes or other medical
problems. The Chemcard™ provides a preliminary, semi-quantitative result using fingerstick blood as the
test specimen. Any abnormal result obtained using the Chemcard™ should be verified using a
quantitative method. The Chemcard™ Glucose Test is not intended for use with individuals who are
known to be diabetic or pregnant.

The Chemcard™ Glucose Test is a disposable device which uses a unique blood cell separator coupled
with a dry phase enzymatic chemistry to provide a semi-quantitative measurement of fasting blood
glucose concentration, from a single, unmeasured drop of fingerstick blood. The separator removes
cellular constituents from the specimen and delivers a volumetric sample of plasma to the detection
chemistry. Results are visually interpreted by comparing the color change in the reagent pad with an
integral color standard. The glucose detection reaction is:

CHEMCARD: PERFORMANCE CHARACTERISTICS

Measuring Range
The Chemcard™ Glucose Test has an effective measurement range of 50 to 150 mg/dL.

Correlation
The accuracy of the Chemeard™ Glucose Test has been demonstrated by determining correlation with a
Kodak Ektachem 700® clinical analyzer. Chemcard™ results, obtained by a nurse, were paired with
results obtained for each of 197" patients, whose glucose levels were within the measuring range of
the Chemcard™, using the Ektachem® 700. The following least-squares regression equation was
obtained: y = 1.02x - 2.11 (Chemcard on y axis) correlation coefficient r = 0.94

“An additional 33 patients had plasma glucose levels outside the measuring range of the Chemcard™ (30 above, 3
below). All 33 were correctly read on the Chemcard™ as being below 50 mg/dL or above 150 mg/dL.
Classification Accuracy

Studies were conducted at five separate sites to evaluate the ability of an untrained individual to
perform the test and interpret their result as being either normal or abnormal. In this study, 90 of 91

HEMOGLOBIN A1C: PERFORMANCE CHARACTERISTICS

Performance Characteristics
The performance characteristics of BIOSAFE's Hemoglobin Alc test have been proven in clinical trials
using volunteer adult subjects and have been evaluated by the U.S. Food and Drug Administration.

Accuracy
To test for accuracy, finger nick blood samples were first collected by the volunteer subjects themselves
and then by a professional health care worker within a 15-minute period, along with a blood sample
collected from the arm using the standard tube collection method. All samples were sent to BIOSAFE
Laborataries for testing and analyzed for hemoglobin Alc. The BIOSAFE method was shown to be as
accurate as the standard tube collection method for determining hemoglobin Alc.

Precision

Laboratory studies were performed to determine the reliability of measuring the same blood sample
multiple times. Results showed the same repeated hemoglobin A1c measurements of twenty identical
samples varied by less than 5%. When the same sample was run on different days, variability was

IMPORTANT FACTS ABOUT DIABETES

Diabetes is a disease in which the body does not produce or properly use insulin. Insulin is a hormone
produced by the pancreas that is needed to exchange sugar, starches and other foods into energy
which is needed for daily living. The cause of diabetes may be related to genetics, diet, or unknown
reasons. According to the American Diabetes Association, over 20 million children and adults have
diabetes, and more than 6 million of these individuals have the disease and have not been diagnosed.

Type 1 Diabetes is also called "Juvenile” or "Insulin-Dependent” Diabetes. It usually is diagnosed in
childhood ar adolescence, but may be discovered in adulthood. Its cause is thought to be either
genetic or due 1o an autoimmune mechanism, where the body destroys its own insulin-producing cells
in the pancreas. Type 1 Diabetics are usually treated with both dist and insulin.

Type 2 Diabetes is also called " Adult Onset™ or “Non-Insulin-Dependent” Diabetes. While Type 2

Diabetes is usually diagnosed in adulthood, its occurrence has become more common in childhood and
adolescence. Its cause is thought to be primarily related to diet and a sedentary lifestyle, as obesity is a
common precursor to Type 2 Diabetes.
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Chemcard™ Glucose Tests should be stored at room temperature, not to exceed B6°F (30°C).
Refrigeration is not required. Test cards may be used until the expiration date appearing on each
package, Any packages that appear to have a broken seal should not be used for testing, Once the foil
package is opened, the test should be used immediately.

subjects correctly classified blood glucose level as normal or abnormally high. By computing the 95
percent confidence interval for the hinomial distribution®, we find that the Chemcard™ exhibited a
classification accuracy of greater than 94 percent in this study.

Precision

Within-lot predision of two different lots of Checmard™ tests was determined by running 20 tests with
whole blood at each of three different glucose levels across the measuring range of the Checmard™.
Color development on the Checmard™ was quantitated using colormetric densitometry and optical
densities converted to glucose concentration using a standard curve. Average, standard deviation,
percent coefficient of variation and 95 percent confidence intervals were computed as follows:

compared favorably with results obtained from the standard tube collection method.

Stability

Samples collected and transperted using the BIOSAFE Hemoglobin Alc system were shown to be stable
for more than 28 days from the date of collection, even in extremes of temperature and humidity.
Questions

If you have any questions, call our toll-free Customer Service Hotline at 1-888-700-8378.

Customer Service Representatives are available Monday through Friday, 8:00 am to 5:00 pm Central Tims






