


IMPORTANT: If you continue to get isaw® Control Solution test
results that fall outside the range printed on the vial, the isaw®
Multi-Monitoring Meter may not be functioning properly. DO
NOT use the meter to test your blood until you get a control
solution test result that falls within the range.

LIMITATIONS
isaw®Blood Glucose Test Strips give accurate results when
the following limitations are observed:

e The test strips should not be used for the testing of newborns.

e The test strips are for single use only. Do not reuse.

e The test strips are specific to D-glucose and do not react to
other sugars which may be present in blood.

e Use only fresh capillary whole blood. Do not use serum or
plasma.

e Extremes in haematocrit may affect test results. Haematocrit
levels less than 30% may cause falsely high readings and
haematocrit levels greater than 55% may cause falsely low
readings. If you do not know your haematocrit level, consult
your healthcare professional.

e [n-vitro Diagnosis.

Healthcare professionals-please note these additional

limitations:

e Fresh capillary blood may be collected into heparin-contain-
ing test tubes if the blood is used within 10 minutes. Do not
use other anticoagulants or preservatives.

o Interferences: Acetaminophen, salicylates, uric acid, ascorbic
acid (vitamin C), and other reducing substance (when
occurring in normal blood or normal therapeutic concentra-
tions) do not significantly affect results. However, abnormally
high concentrations in blood may cause inaccurately high
results.

Patients undergoing oxygen therapy may yield falsely lower

results.

Test results may be falsely low if the patient is severely

dehydrated, in shock, or in a hyperosmolar state (with or

without ketosis).

Critically ill patients should not be tested by Multi-Monitoring

Meter.

Lipetmic samples: Cholesterol levels up to 18.1mmol/L

(700mg/dL) and triglycerides up to 33.9 mmol/L (3,000mg/dL)

do not affect the results. Grossly lipemic patient samples

have not been tested and are not recommended for testing
with isaw®Multi-Monitoring Meter.

e High Altitude : High Altitude(>2400 meters) affect on
accuracy of Multi-Monitoring Meter.

TEST PRINCIPLE

Glucose in the blood sample mixes with special chemicals on
the test strip and a small electrical current is produced. This
current is measured by the isaw® Multi-Monitoring Meter and
displayed as your blood glucose results. The strength of these
current changes with the amount of glucose in the blood
sample.

REAGENT COMPOSITION

Each isaw® Blood Glucose Test Strip contains: Glucose
oxidase (Aspergillus niger)20.8IU; Other ingredient (mediator,
buffer, etc.) 20.05mg. The vial or vial cap contains approximate-
ly 1.4g silica gel or 2.8g of molecular sieve.

PERFORMANCE CHARACTERISTICS

The performance of isaw®Blood Glucose Test Strips has been
evaluated both in laboratory and in clinical tests.

Measurement range: The measurement range of isaw®
Multi-Monitoring Meter is 1.1 to 33.3 mmol/L (20-600mg/dL).

Accurancy: the accurancy of isaw® Multi-Monitoring Meter
was assessed by comparing blood glucose results obtained
using a reference method. The following results were obtained
by 107diabetic patients.

Table 1 Regression Analyses
Slope 0.9859
y-intercept 0.14 mmol/L
correlation coefficient 0.9915
no.of samples 107
range tested 2.71-30.24 mmol/L

Figure 1 Regression Plot
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Table 2 System Accuracy Results for Glucose Concentration
<5.55mmol/L (100mg/dL)

Within £0.28mmol/L| Within £0.56mmol/L| Within +0.83mmol/L|
(+5mg/dL) (£10mg/dL) (+15mg/dL)
54/114(47.4%) 91/114(79.8%) 113/114(99.1%)

Table 3 System Accuracy Results for Glucose Concentration
25.55mmol/L (100 mg/dL)

Within +5% Within £10%
281/528(53.2%)| 466/528(88.2%)

Within +15%
519/528(98.3%)

Table 4 System Accuracy Results for Glucose Concentration
Between 2.71mmol/L (49 mg/dL) and 30.24mmol/L (544 mg/dL)

Within +0.83mmol/L or +15%
(Within £15mg/dL or +15%)

632/642(98.4%)

This study shows that the isaw® system compare well with a
laboratory method.

Repeatability:
Table 5 Measurement Repeatability

BIOSEN C-line | Meter test Meter test Meter test

average value |average value z:vr;:i;i Z::?ribc‘;nl
sample 1 1.92 1.93 0.193 10.00%
sample 2| 4.58 4.75 0.210 4.42%
sample 3| 7.44 7.28 0.193 2.65%
sample 4 10.60 10.59 0.377 3.56%
sample 5 18.81 17.75 0.449 2.53%

This study shows variability from strip to strip in blood tests of
3.5% or less.

User performance evaluation

A study evaluating glucose values from fingertip capillary
blood samples obtained by 110 lay persons showed the
following results: 100% within +0.83 mmol/L (+15 mg/dL) of
the medical laboratory values at glucose concentrations below
5.55 mmol/L (100 mg/dL), and 98.9 % within +15 % of the
medical laboratory values at glucose concentrations at or
above 5.55 mmol/L (100 mg/dL).
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