ClucoSure D | /A1 Blood Glucose Test Strips

For questions and assistance, please contact the authorized representative found at the end of
this inser.

Intended Use

The GlucoSure STAR Blood Glucase Test
Serips are 1o be used with the GlucoSure

remaving a test surip 1o avoid moisture
and direct sunlight.

2. Store the test strips ac remperatures
t 4= 4'C 10 30°C (39.2°F ro

STAR Blood Glucose Meter to quanritatively
mieasure glucosc in capillary whole blood.
The GlucoSure STAR Meter reads the glu-
cose level of a whole blood sample on a
GlucoSure STAR Blood Glucose Test Strip.
The GlucoSure STAR System is plasma-cali-
brated for easy comparison o lab resule. The
GlucoSure STAR Blood Glucose Monitoring
System is invended for self-testing by persons
with diabetes and by health care profession-
aks,

Introduction

The biosensor-based GlucoSure STAR Blood
Glucose Test Strips employs the eozyme
Glucose Oxidase that is specific for blood
glucose measurement from 20 to 600 mgfdL
{1.1 10 33.3 mmol/L), The arrow printed on
the Test Suip indicates the direetion of inser-
tion. When blood from a puncrure sire
rouches the rip of the Test Srip; a.pill:.ry
action leads dhe blood into the reaction zone.
The enzyme reacts with glucose in blood and
produces an electrical signal. This signal is
measured by the GlucoSure STAR Meter and
test result is displayed in 6 seconds.

Reagent Composition

Each cm * of vest strip contains the following
dients in the apg

uans listed below:

= Glucose oxidase (A. niger) 7.6%

+ Electron shurde . 53.3%

* Non-reactive ingredienss  39.1%

Warnings and Precautions

The GlucoSure STAR Blood Glucose test
strips are for use outside the body ( (] IV
de\lpumc usc).

Do not use Test Strips after expiration

date. The 8 expirarion date is prinved
on the carton and on the label of the resc
stnp botde.

Do not use strips that are wet or damaged.

+ @ Do not re-use the strips.

* Make surc the code number displayed an
the Mever matches the code number
printed on the test suip borle every time
VOLE Test,

. ,ﬁ_\lf‘yuurr.m resule nsbduwsp mgl'dl.
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If vou have s'_nn‘pt;m thar are inconsis-
tent with your test results and you have
climinated common errors 25 described in

.

86'F).

3. Srore % out of direct sunlight: do not
refrigerare or frecze.

4. Unopened test strips are stable undil B the
expiration date printed on the borle when
stored ly.

5. The manth printed refers to the END of
that moadh.

6. Use within 3 months after first opening.

7. Do not handle the test strips with wezor
direy hands.

Sample Collection and
Preparation

Feesh finger stick capillary whole blood may
be collected invo heparin or sodium EDTA
test tubes and should be used within 15 min-
utes. Do not test on plasma or serum sam-
ples. Do not use fluoride-based preserva-
tves,

Test Procedures

T3] Refer wo “Testing Your Blood™ secdon in
the User's Guide of the GlucoSure STAR
Blood Glucose Merer.

Alternate Site Testing

The GlucoSure STAR Blood Glucose
Monitoring System can test for blood glu-
cose from sites other then your fingersip such
as palm and forearm (alternare site testing, or
AST). Physiological differences between the
finger or palm and forcarm may resulc in dif-
ferent blood glucose readings™. You should
not test on alternate sive and use fingerrip
resting instead when:

* You have hypoglveemic unawareness
* You suspect you blood level is

after rapid-acting insulin injection or it
has been less then two hours after 2 meal.
Ynumllbcd.rmngamnrpamupnmg
in mky activities such as operarting

= You are sick

1F resules from alternare site testing do not
agree with how you feel, use fingerrip westing
ins

Consult your doctor or healtheare profes-
sional o deade if altermnate site testing is
right for you.

Expected Values
Comnl( md\ your pll\'lman or hulumue

the user’s guide; contact your heald
professional immediately.

Never make significant changes in your
diaberes treatment program or ignore

ymy without lting your physi-
clan.

Use the GlucaSure STAR Blood Glucose
Manitaring System within temperature
range of 4= 10°C 10 40°C (50°F w0
104°F).

Storage and Handling
1. Always close the vial cap tightly afrer

bloodglumu: Grge range Eur )m

Quality Control

Run a control solution test by following the

instructions detalled in User's Guide when:
= Your test results do not agree with how
you feel.

* At least once per week o verify that T-ht

= Every time you open a new borde of test

= Pracice your testing technique.

= You drop your meter.

Use only Contrex™ Plus Coatrol Solution.
ol range printed on the west suip boude. If
rest yesules fall outside this range; repeat the
test. Results that fall outside the range may
be caused by:

Clinical Site Studics
MNumber of 340
Range (mgfdL): 32 w430
(mmol/L): L8 w239
 Slope: _ L0131
Intescept (mg/dLy: -3.7106
-0.2061

Correlation Cocfficienc:  0.985
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Problem S Lt
1. Confirm the Test Strips are within the l b =
expiration date. + )
2, Verify thar the Code displayed on the - s » = ou
Meter macches the Code printed on the E—
hdeomeStﬁpummming_ See
"Coding the Meter" section on the
User's Guide for your Meter.
3. Make sure the blood complerely fills the
reaction zone. “Err” and 2 flashing resc

strip icon will display on the GlucoSure
STAR Meter if there is insufficient blood.
DO NOT add a second drop of blood;
dﬂllﬂdkmwtpﬁmdmmmami

Limitations

1. Tesc with fresh capillary whole blood
taken from a fingertip. DO NOT use
plasma or serum-samples.

2. DO NOT st on neonarl samples (new

bom),
3. DO NOT test on venous or arterial sam-

ples.

4. Altiude up 10 2,000 mesers (6,562
fectjwill not affect test resuls.

3. Hemarocriz range: 30% m 55%.

6. Triglycerides: Iﬂlwaﬁomddl.hsm
significant effect on st rosuls ()

The result showed the GlucoSure STAR
System compares well with che YS1 2300
Glucose Analyzer.

Repeatability
1 lot of GlucoSure STAR Test Strips were
used for within-run repeatabilicy study.

5 concentrations. Blood ghicose readings
were recorded for | day resulting in 100 dara
points for each concentration; as shown in
the following tables

| Repeambiliy Scudy ]
E&'d& 00 I 00 100 100

unge.’vﬁmlﬁimp’d.u
-k and is bolites (mal
Iromiose and mal ) do nor sig-
. nificanmly affect rest resulis,
B.Thﬁfo]lmngwﬂlumaf&u:mruulum
d blood

a!.':d (Vitamin C}, usic acid, or methyl-
dopa.

9. Th i ion of d

pelegidl: 48 108 188 201 37
6 82 12 209
SD. (mgldl} 21 35 42 58 108

(mmolfly 00 02 02 03 06
CV%: - 31 28 29 13

8 iﬂ'ﬂ.’:‘?:‘w I viers dlagrosic device

wlrdoplmtylﬂicrmlts.lndnl&n]s [ (LOT) Basch code (14 imrucrions for we
raking these drugs should not use chis sys- = et -M A i
tem to test for blood sugar. : f
10. Higher than therapeuci ionsof @ e ' JYNES
aceaminophen, or glibenclamide may
affect test results. Individuals eaking these B ey b
drugs should not use this system to west Chlnl :
for blood sugar. G Assbotived ek G
Performance Evaluation Data
Accuracy

A capillary bload comparison study between
the GlucoSuse STAR System and YSI 2300
Glumuie Anllyu:d‘t yields the follawing lincar

meter and test strips are worki
wogether

* Your test strips were stored at tempera-
tures and humidity outside the specified
storage conditions.
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