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CAUTION:

Before using any product to fest your blood sugar
(blood glucose), reud dll instructions and practice
the test. Do dll yuulity control checks us directed

and consult with a didbetes hedlthcuare professional.

These recommendutions apply to dll blood ylucose
monitoring systems and are supported by the
American Association of Diabetes Educators, the
Americun Didubetes Association, the U.S. Food

and Drug Administration, and the Hedalth Industry
Manufacturers Association.
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INTRODUCTION

Thank you for choosing the GLUCOCARD® Vital™ Blood
Glucose Monitoring System. Frequent blood ylucose
testing is important. It tells you how your didbetes is
uffected by factors such us medication, diet, exercise,
and stress munhagement. Blood glucose test results caun
dlso tell you if your diubetes is chanyging in ways that
uffect your tfreatment plan. Always consult your diabetes
healthcare professional before making any changes.
All of the informution needed to use the GLUCOCARD®
Vital™ System is included in this manudl. Pleuse reud it
thoroughly before using the system. If you have any
yuestions, cull ARKRAY's Customer Service ut 800.566.8558
(24 hours a day, 7 days a week, USA and Canadu only).
Contuct your heulthcare professional with questions if you
ure unuble to reach Customer Service.

Intended Use

The GLUCOCARD® Vitul™ Blood Glucose Monitoring
System is infended for the yuantitutive measurement of
glucose in fresh cupillary whole blood sumples drawn from
the fingertips or pulm. Testing is done outside the body

(In Vitro Diagnostic Use). It is indicuted for use ut home
(over the counter (OTC)) by persons with diabetes, or in
clinicul settings by hedlthcure professionals, us un aid

to monitor the effectiveness of diubetes control. It is hot
infended for the diaghosis of or screehinyg for Didbetes
Mellitus, and is hot infended for use on heonutes.



Important Information

Test results below 70 myg/dL indicute low blood ylucose
(hypoglycemia)

Test results above 240 my/dL indicate high blood
glucose (hyperglycemiu)

If results are below 70 my/dL or ubove 240 my/dL,
repeut the test

If results confinue fo meusure below 70 myg/dL or
ubove 240 my/dL consult your didbetes hedlthcare
professiondl immediately

If symptoms are hot consistent with test results AND dill
the instructions huve been followed curefully, contact
your diubetes heulthcare professional

Before testing, ulways make sure both the meter und
test strips ure at operuting temperature

The GLUCOCARD® Vital™ System Includes:

GLUCOCARD® Vitul™ Meter
Carrying Cuse

User Instruction Manual
Self-testing Logybook

May include Test Strips, Control Solution, and Lancing
Device and/or Luncets



GETTING TO KNOW THE GLUCOCARD® VITAL™
BLOOD GLUCOSE METER

The GLUCOCARD® Vital™ Meter
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If any part of the display screen is missing when the meter
is turned on call Customer Service at 800.566.8558.



Meter Set Up

Before using the GLUCOCARD® Vitul™ Meter for the first
time, you must set the time and dute. You cun choose
between the 12-hour format (1-12 o’clock with am or pm)
and the Military 24-hour format (0-23). The dute format
cun either be displayed as month/day (U.S.A. format) or
day/month (International format). Do hot perform d blood
dglucose test until you have set the meter correctly.

Setting the Time and Date

Step 1 —Turh oh meter

Press the On/Off button to turn the meter on. The full
screen uppeurs briefly. If any purt of the display screen
is Mmissing (see puyge 9), cull Customer Service. The meter
then displays the time, date, unit of meusurement, und
the insert strip symbol.

Step 2 - Enter set-up mode

Press and hold down the On/Off button for more than
2 seconds to enter the set-up mode.

10

Step 3 — Set the time format

The time can be displayed in either 24-hour format or
12-hour format with AM and PM. The meter displuys the
current time format. To change format, press either the
Back or Forward button. Press the On/Off button to select
the time format. The dute format then uppeurs on the
display.

Step 4 - Set the date format

The date format can either be displayed as month/day
(01/31) or day/month (31/01). The meter displuys the
current formut. To change formut, press either the Buck or
Forward button. Press the On/Off button o select the dute
format. The hour setting then flushes on the display.

(| (

L 1/3 |
Month/Duy Day/Month
Formut Format
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Step 5 - Set the hour

Press and release the Back or
Forward buttons to change the hour.
Hold the Back or Forward button down
to scroll through quickly. When the
correct hour is displayed, press the
On/Off button. The minute setting then
flushes on the display.

Step 6 — Set the minute

Press and release the Back or Forward
buttons until the correct minute
appears. Hold the Buck or Forward
button down to scroll through quickly.
When the correct minute is
displayed, press the On/Off button.
The month setfting then flushes on the
display. Minute flushing

Step 7 — Set the month
(If day/month formaut is selected then

Step 7 will set day) 1 em
Press and release the Back or Forward ,.,B /an
buttons until the correct month Loy
appears. Hold the Buck or Forward "
button down to scroll through quickly.
When the correct month is displayed,
press the On/Off button. The duy
setting then flushes on the display. Month flushing
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Step 8 — Set the day
(If day/month format is selected then
Step 8 will set month)

Press and release the Back or
Forward buttons until the correct day
appears. Hold the Buck or Forward
button down to scroll through guickly.
When the correct day is displayed,
press the On/Off button. The yeur
setting then flushes on the display.

Day flushing

Step 9 - Set the year

Press and release the Back or
Forward buttons until the correct
year appears. Hold the Buck or
Forward button down to scroll through
quickly. When the correct year is
displayed, press the On/Off button
for two seconds to exit set up mode.

Yeuar flushing

Note:

Pressing the On/Off button for more than 2 seconds ut
any stage saves the time and dute and exits the set-up
mode. The meter automaticdilly shuts off affer 2 minutes
if ho buttons are pressed. Settings stored up to that point
are saved.

13



Display Screen Messages

A list of dll displuy screen messuges is included below.

If you have any yuestions ufter reading these messuges,
or if the meter displays u messuge not listed here, cull
Customer Service at 800.566.8558 (24 hours u day, 7 days
u week, USA und Canudu only). If the display screen
shows ' , you should be uble to cleur the error messuye
yourself. Do hot send your meter to ARKRAY or your locdl
deduler without authorization from a compauny
representative.
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Your blood glucose level is less
than 20 mg/dL. Repeut the test
using u hew test strip. If this
Mmessuye uppedars ugain, contact
your hedlthcure professional
immediutely.

Your blood glucose level is more
than 600 mg/dL. Repeut the test
using u hew test strip. If this
messuge uppedurs ugain, contuct
your hedlthcure professional
immediutely.

The battery has been replaced.
Check that the fime and date are
set correctly.

A used strip has been inserted
or the meter is having difficulty
reading the strip.

Repeut the test with u hew

test strip.

The battery power is getting low.
There is enouygh power for
approximately 100 tests before the
buttery heeds to be replauced.

15



16

The battery power is low.

There is only enough power for
ubout 20 more tests. Repluce with
a new CR2032 buttery us soon s
possible.

The battery power is too
low for testing.

Repluce with u hew
CR2032 buttery.

Thermometer flashing.

The meter and test strips ure
outside the optimum temperuture
range of 50°F - 104°F (10°C - 40°C).
Muke sure your meter und

strips are in an environment

with a temperuture between

50°F - 104°F (10°C - 40°C).

Treut test result obtuined where
the thermometer is flushing with
caution. The flashing thermometer
will be displayed on dll screens
during ylucose testing until the
meter has reached ucceptuble
temperature. Reudings obtuined
with the flushing thermometer will
show a thermometer when results
are recdlled in memory.

Thermometer symbol - E6.
Temperuture outside of
ucceptuble ranyge of 41°F - T13°F
(6°C - 45°C). You will hot obtuin u
reading. Allow the meter und strips
to warm up or cool down slowly to
between 50°F - 104°F (10°C - 40°C)
or ut leust to 41°F - 113°F

(6°C - 45°C).
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Corrupted memory.
Cudall Customer Service at
800.566.8558.

Not enough blood was

added to test strip.

Retest with hew test strip. Apply
ut leust 0.5uL of blood to sumple
upplicution tip.

Meter Memory

Marking Results in the Memory
You cun mark results in the meter memory in two ways,

Moarking Control Solution Tests

You must mark results with the control bottle symbol @
Insert test strip into the meter. Hold the Back or Forward
button until ¢ appears in the upper right corner of the
screen. Do this BEFORE performing a control solution
test. If you do not mark control solution tests before
applying control solution to the test strip, the results
may not be accurate and control solution test results
will be included in your test result averages.

The meter does not use results marked [c] when it
culculutes the 14- and 30-duy averuye. This ensures that
your 14- und 30-duy averuge includes only results from
testing your own blood.

19



f
To mark u result [¢] , press the Back or Forward button
BEFORE testing with control solution. (See puge 43 for
detuiled instructions on testing with control solution).

Marking Other Results

You cun dlso mark results with an | when you do NOT want

to include the result in your 14- and 30-day average. For
example, if someone else used your meter, or if you believe the
test result is incorrect becuuse you upplied blood to the test
strip incorrectly, use the exclumation mark to ensure that your
14- und 30-day average includes only those results from festing
your owh blood that you want included in your uverage. To
mark a resutt with |, press the Buck or Forward button AFTER
the meter displays the test result.

Recalling Results

Step 1
Press the On/Off button to turn on the
meter. Then press the
Back or Forward
button. Do not insert
a test strip to turn on
the meter.

GLUCOCARD" Vital

MEM s displayed when the memory mode is
entered. The meter displays the most

recent test result stored in the

memory.

20

Step 2

Press the Back or Forward
button to display the average

of tests over the last 14 days.

This can include 1 to 250 results,
depending on how frequently
you test. The humber ut the top
(20Nn) shows the number of tests
that have produced the average.

AVG is displayed when the
averuge is shown.

Step 3

Press the Back or Forward button
again to display the 30-day
average. The yreuter the frequency
of testing the higher this number

will be.

AVG is displayed when the
averuge is shown.

If no results are stored, or you ure
using the meter for the first time, the
meter will display 3 burs.

Displaying the averuge
(14 duy)

ST TR
£ Slin

<7 DAY
:I'Ll AVG mg/dL

(I

(N

Displuying the uver-
aye (30 duy)

No results stored

21



If a test hus not been performed
in the lust 14 duys the meter

will display the 14-day averuge
screen with 3 buars. This medns
there dare no results stored to
produce the average. If a test has
not been performed in the last 30
duys the meter will display the
30-duy uverayge screen with 3
buars.

Step 4

Press the Back and Forward
buttons to recall other results
stored in the memory. Pressinyg
the Forward button ufter the
averuge displays the oldest test
in memory. Pressing the Back
button dfter the uveruge displays
the second most recent test in
memory.

The meter displays the fime euch
test wus recorded in the upper
left corner. The date of the test
appeurs below the time.

22

GLUCOCARD" Vital

Results marked with | when the test
wus performed dare not included in
the uveruye. The marked results cun
be seen when you scroll through the
results suved in the memory.

The memory mode dlso displuys [%]

if the result wus marked before using
control solution. These results are
not included in the 14- and 30-day
average.

If the thermometer symbol is
flushing when you perform u test,
the thermometer symbol will be
displayed in the memory with the
result. These results will not be
included in the meter uveruges.

NOTE:

Results that appedar as LO are included us 20 my/dL
in the glucose averages. Results that appear HI are
included us 600 my/dL in the glucose uveruges.

Step 5

Press the On/Off button to return to the user mode. If
you dre hot goiny to test, press the On/Off button again
to shut off the meter.

23



Caring for Your GLUCOCARD® Vital™ Blood
Glucose Meter

Cleaning the Meter

The GLUCOCARD® Vital™ Blood Glucose Meter is d precise
instrument. Please handle it with care. Clean the outside of
the meter with o damp cloth only. Dirt, dust, blood, control
solution, or water entering the meter could cause damage.
Your GLUCOCARD® Vitul™ Blood Glucose Meter should
not heed decontuminaution us ho blood or control solution
should come into contact with the meter if the instructions
ure followed correctly.

Storage

The GLUCOCARD® Vitul™ Blood Glucose Meter is
designed to be stored within a 32°F - 122°F (0°C - 50°C)
temperature ranyge.

e Do hot leave your meter in extremely hot or cold places
such us heur u heut source (rudiutor) or in u cur in very
hot or cold weduther

e Do nhot store or use your meter or test strips where they
may be exposed to high humidity, such as in a
buthroom or kitchen

e Never hold the meter or test strips under running wuter

e Do hot use or store your meter on or heur u strong
electro-mugnetic field such us a microwuve oven,
stereo ampilifiers, or a mobile phone

e Do nhot store your meter or test strips hear bleach or
cledaners that contain bleach

24

Changing the Battery

Note:

Changing the battery should ohly take u few seconds.
If the buttery is chaunged within 30 seconds, the meter
memory is hot uffected. You will hot lose uny pust test
results and the settings are hot affected.

However, if it takes longer than 30 seconds to chaunge
the battery, or if the battery is dead before changing
it, the time and dute settings may need to be reset.

The first tfime the meter is furned on after changing the
battery, you may see a display screen message (EQO).
This meuns you should check that the time and duate
are correct. (See puyes 10-13 for detuiled instructions
oh changing the time and date).

The GLUCOCARD® Vitul™ Blood Glucose Meter
has a CR2032 buttery installed.

When the buttery power is getting low,
your meter shows |g. You huve enough
power for ubout 100 tests before you heed
to repluce the buttery.

If the Eis flashing, there is only enough power for about 20
tests. Replace the buttery s soon us possible.

When the buttery hus run out, the meter will not work.

25



How to Change the Battery

Step 1
Turn the meter off.
The buttery cover is on the buck of the meter.

Step 2
Pull the battery cover up with your finger or fingernail.
Remove buttery cover.

Step 3

Remove the old battery.

If necessury, tfurn the meter over und tup it gently against
the pulm of your hand until the buttery falls out. Avoid the
use of sharp objects that muy dumage the meter.

Step 4
Insert the new battery.
The "+" on the buttery should be facing up.

Step 5
Replace the battery cover.

26

Blood Glucose Testing

The Lancing Device

Removable cap  Lancing Button

Band hooks

Adjustment dial

Multilet (lancet)

=
=

Protgﬁtive cap

Disposal-and-set
lever

“ Special band

Groove of special band

Inserting a Lancet
Step 1: Pull the removable
cup to remove it. ()

NOTE: Do not use the lancet if the cap is missing or damaged.

Step 2: Insert u new, unused
lancet into the Holder until it
stops.

Holder

27



Step 3: Twist off the
protective cup.

Step 4: Attach the
removable cup.

L D7

Step 5: The Multi-Luncet Device offers 7 different levels
of skin penetration. For soft or thin skin or first fime use,
select "1 or 2.” If the obtuined umount of blood is
excessive, turn the dial to u lower setting. If the
obtuined umount of blood is insufficient, turn the

dial to u larger setting.

Level indications

>‘ e There is no numeric
I inscription on the
1 I Multi-Lancet Device
1234567
——» Deeper
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Obtaining a Drop of Blood

Step 1: Wush hands with soup und
warm water, Dry hands thoroughly. If
you use dlcohol wipes to cleunse
fingers, muke sure the areu is dry
before lancing finger. Residual alcohol
muay leud to inuccurate readings.

Step 2: Let the arm hanyg down for 10
to 15 seconds. (Holding the arm below

the heart und mussaging the wrist, Szl -
palm and finger makes it easier to @2 N
obtain a blood drop). ggi,/\

Step 3: Choose u site on the side of u
fingertip to minimize puin.

Step 4: Press the removable cup to ’
the side of the fingertip. Press the
lancing device button.

Step &: Set uside the luncing device und wuait a few
seconds for u blood drop to form. Keeping the hand
warm, lowering the hund to wdist level and gently
mussuying your wrist, pulm or the buse of the finger helps
the flow of blood. Use u different site euch fime you test
to help prevent soreness und culluses.

29



WARNING: DO NOT shure used lancets with another
person. To prevent possible infection, a used lancet
should not be touched by uanother person.

Note: A luncet should only be used once. After use,
put the protective cup back on and dispose in a safe
manner to avoid dccidentdl l[ancet stick injuries.

30

TESTING WITH GLUCOCARD® VITAL™
TEST STRIPS

The GLUCOCARD® Vital™ Blood Glucose Monitoring

System works with the GLUCOCARD® Vital™ Test Strips.

Important Test Strip Information

Store the test strip bottle in a cool, dry place
between 39°F-86°F (4°C-30°C)

Keep uwuy from direct sunlight und heat
Do not refrigerate or freeze

Do not store or fransfer the test strips outside the
originul bottle

As sooh us you have removed u test strip, replace
the cup securely on the bofttle

Use test strips within 90 duys (3 months) of opening
und not beyond the expiration dute ( gJew.)

Write the dute of opening on the bottle lubel to
remind you to discard the strips after 90 days
(8 months)

Do hot bend, cut, or dlter G test strip
Do not reuse u test strip

Use only GLUCOCARD® Vital™ Test Strips with the
GLUCOCARD® Vital™ Meter

Ensure your hands ure cleun and dry before
handling test strips
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GLUCOCARD® Vital™ Test Strips

These cupillury uction test strips require only 0.5 ul of blood
and provide un end-fill sumple application tip for eusy
blood application. The GLUCOCARD® Vital™ Blood
Glucose Monitoring System meusures the amount of
glucose (sugar) in fresh capillary whole blood. When a
drop of blood is udded to the sumple upplicution tip,
the sample is drawn into the test strip reaction site. The
glucose in the blood reucts with the enzyme on the test
strip. This reaction produces a current, proportional to the
amount of glucose in the blood. The meter detects the
current und converts it into a blood glucose reuding.

The GLUCOCARD® Vital™ Test Strip

Test Strip
| Contuct Burs

Reuction -
Sumple Applicution Tip

(upply blood to end of test
strip and capillary draw will pull
blood to reuction site quickly
32 and eusily)

Insert into meter
this way

Performing a Blood Glucose Test

Note: For Instructions on Alternate Site Testing, refer
to puges 37-43.

GLUCOCARD?* Vital

B

N
ARKRAY .

Step 1

Insert a GLUCOCARD® Vital™
Test Strip into the meter. Insert
the contact bars into the test
strip port, with the reaction site
facing up.

Test Strip Port
Contuct Burs

Reuction Site

Sumple Applicution Tip.
(apply blood sumple to ti, *
blood will be drawn to

reuction site)
0.0 o
A8:5AAm (e
When the strip is inserted, the meter /oo DAY MEM
turns on automaticdally. If any part EB/EU AVG  mg/dL
of the displuy screen is missing (see
puge 9), call Customer Service.




IMPORTANT: The meter will start to count down when
it detects that blood has been applied. Discard strip if
meter does not start to count down after blood drop
is applied.

The strip und flushing blood drop
tells you the meter is reudy for
you to upply u drop of blood to
the sumple upplicution tip ut the
end of the test strip.

IMPORTANT: The minimum sample volume is 0.5 pL.
Smaller samples may not start the meter or can start

“Apply Blood” the meter count down and provide an “E13” error
symbol flushing

message. Ensure blood completely fills reaction site.
Enough Not Too
B Blood “®@m | Enough B Much
Blood Blood

The meter will count down. The
result is displayed in 7 seconds.

Step 2

Lance your finger using the

Lancing Device. Touch the sample
application tip at the end of the strip
at a90 degree angle to the blood
drop on your finger. The cupillary
action will pull the blood o the

reaction site.

DO NOT udd blood to
the top of the strip.
You may receive un
abnormal (high) result.

INCORRECT

Displaying the Result
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Step 3

Always record your results in your self-testing logbook
along with other information such as insulin dosage,
diet, and exercise. The result is automaticully stored in
memory with the fime and dute.

Step 4

Remove the used test strip and dispose of it carefully.
The meter shuts off automatically when the test strip is
removed.
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Alternate Site Testing (AST)

Important Information About AST

Sites other than your fingertip may have fewer herve
endinys so obtuining u blood sumple from these sites may
be less puinful. The technigue for dlternate site testing is
different from fingertip testing. Blood yglucose results from
sites other than your fingertip could be sighificantly
different due o blood ylucose levels changing rapidly
affer a medul, insulin, or exercise.

Consult with your didbetes heulthcure professional prior o
testing from u site other than your fingertips.

Results obtuined from sites other than the fingertip may
differ significuntly us is the cuse with dll blood glucose
monitoring systems. Rupidly chunging results are likely to
occur ufter euting. Insulin dosing und physicul activity are
shown in the fingertip More yuickly than in dlternute sites.

On averuge, blood taken from the pulm may give results
us much us 5% higher than blood taken from the fingertip.

Consider Alternate Site Testing When:

» Testing before a meul

e You ure in a fasting state

o Two hours have pussed since u medl

e Two hours have pussed since insulin dosing

* Two hours have pussed since physical uctivity
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Use Fingertip When Testing:

o Within two hours ufter u medl

o Within fwo hours after insulin dosing

o Within two hours ufter physical uctivity

o |f you have d history of hypoylycemiu, dare
experiencing low blood sugur, or suffer from
hypogylycemic unuwdreness (you caunnot tell
whenh you have low blood glucose)

e To confirm your blood glucose level if your AST
result is not consistent with how you feel

e During times of stress or iliness

Ask your diubetes heulthcure professional ubout
recommended testing procedures before operating
machinery or driving u car, as fingertip testing is usudlly the
preferred method of testing under these circumstances.

If bruising occurs, you may choose 1o lunce u fingertip
insteud.

Preparing to Test Your Blood Glucose
From an Alternate Site

Choose a Site: Select u soft, fleshy ureu on the pulm that
is free of visible veins und moles und away from bone.
Wash the area with warm, soapy water.
Rinse und dry completely. If you use
ulcohol wipes to cleunse the site, muke
sure the ureu is dry before luncing the
site.

N
7
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Prepare Your Lancing Device: To order un AST Luncing Kit
conhtdining the luncing device, luncets, und instructions,
please cull 800.566.8558.

Performing a Blood Glucose Test
From an Alternate Site

Step 1

Insert luncet
and cock
luncing device.

Step 2

q) Insert u test strip info the
meter. Insert contuct burs
info test strip port with
reaction site facing up.
When the strip is inserted,
the meter furns on
automaticully. Muke sure
dll symbols uppeur on the
screen (see puge 9).

GLUCOCARD* Vital

Reuction Site
Insert into meter
Sumple this way

Applicution Tip
croyoooaumye W IMPORTANT!

fo tip, blood will be
drawn to reuction site)
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b) Wait until strip with flash-
ing blood drop uppeurs.
(You how have 2 minutes
to upply blood drop before
meter shuts off).

Step 3

a) Vigorously rub the selected
areu for 5 1010 seconds unfil
it starts to feel warm to the
touch.

b) Firmly hold the cocked
lancing device against the
clean skin for 5 fo10 seconds.

40

c) Press the releuse button on
the lancing device to lance
the skin. Continue to hold the
luncing device firmly uguinst
the skin until u 0.5 pL blood
drop forms.

d) Once a lurge enough drop
of blood hus formed, remove
the lancing device.

Step 4

Pick up the meter. Touch the
end of the test strip at a 90
deyree unyle to the blood
sumple until the reaction site
is full. Immediately remove the
meter und test strip from the
blood drop.

(d]
I

4



IMPORTANT

o \Was the sumple free of clear or
wuatery fluid?

* Was the drop large enough
(at leust 0.5 ub)?

¢ Did the reuction site fill with
enhouygh blood dll at once?

IF NOT, REPEAT TEST.

Step 5
The meter will count down und
display result in 7 seconds.

CONSIDER YOUR RESULT.

REPEAT ALTERNATE SITE TEST:

¢ |[F the blood sumple uppeured to
be diluted with clear fluid.

e |[F you did hot vigorously rub the
test site.

- Enough | NOT
Blood Enough
Blood

¢ IF the blood drop wus hot lurge enouygh to fill the

reuction site

o IF the test wus uccidentully marked as u “Control
o |[F your result was not consistent with how you feel.

Any of the above situations can
lead to an inaccurate test result.
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If the repedted dlternute site result is still not consistent
with how you feel, confirm your blood glucose level with
fingertip testing.

Step 6

Always record your resulfs in your self-testing log book
dlony with other information such ds insulin dosuge, diet,
and exercise.

The result is automaticully stored in memory with the time
und dute.,

Step 7

Remove the test strip and dispose of it in uccordunce
with locdl regulatory guidelines or us directed by your
hedlthcure professional.

The meter shuts off automatically when the test strip is
removed.

Using Assure® Dose Control Solution

Use the Assure® Dose Control Solution to check that the
meter und test strips are working correctly. It is important
that you carry out this simple check regularly.

Assure® Dose Control Solution contains a known amount
of glucose that redcts with the GLUCOCARD® Vita|™
Test Strip.

Assure® Dose Control Solutions are avdilable in two levels -
Normul und High.
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Compure the control solution fest results with the range
printed on the test strip bottle lubel.

Cudll your locul supplier or pharmacy if you heed to order
conftrol solution. If they do hot stock the product, pledse
cull Order Services ut 800.566.8558 (USA und Cunhudu
only).

Use Control Solution:

e Before testing with the GLUCOCARD® Vitul™ System
for the first fime.

e When you opeh u hew bottle of test strips.

o Whenever you suspect the meter or test strips
muy not be functioning properly.

e If fest results uppear to be ubnormally high or
low or are hot consistent with clinical symptoms.

o If the test strip bottle hus been left open or has
been exposed to light, temperatures below
39°F(4°C) or ubove 86°F(30°C), or humidity
levels above 80%.

e To check your technigue.

e When the GLUCOCARD® Vital™ Meter has been
dropped or stored below freezing or ubove
122°F(50°C).

e Euch time the butteries ure chunyed.
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Performing a Control Solution Test

Before performing a control solution fest, always check
the expiration dute <E &) of the control solution. Do hot
use control solufion if it is past the expiration date or if the
solution has not been stored correctly. When you open

u hew bottle of control solution, always write the date of
opehing on the control solution label. As soon us you huve
used the control solution, put the cup buck on the bottle.
Alwuys use the control solution within 90 days (3 months)
of first opening.

Step 1
Insert a GLUCOCARD® Vital™ Test Strip
into the test strip port of the meter
with contact bars facing up. The
meter turns on automatically.

GLUCOCARD* Vital

The full screen uppeurs briefly. If any
purt of the display screen is missing
(see puge 9), cull Customer Service.
The screen then displays the strip
symbol und flushing blood drop.
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Step 2
You must press the Back or Forward GLUCOCAR:
button BEFORE performing control
solution test.

Hold the Buck or Forward button
until [§ appears in the upper right
cornher of the screen. Verify that
remains displayed on the screen.
If you do hot do this, the control
solution result will NOT be vdlid.

=4 will prompt you to add
control solution.

Step 3
Mix control solution by gently
inverting control solution bottle

severdl times. Remove the cup from
the control solution bottle. Pluce
cup on flut surface. Syueeze the
bottle und discurd the first drop.

Apply the second drop to the top
of the cap.

GLUCOCARD" Vital

N
ARKRAY 2

Step 4

Bring meter and strip at a 90 degree
angle to drop.

Test strip will draw up the solution.

The meter will show result in 7 seconds.
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Note: Dye udded to control solution may
stain surfaces or fabric. Use with care.

Step &5
Compare the result with GLUCOCARD" Vital
the range printed on the
test strip bottle you are
using. Values may vary
from bottle to bottle.
Verify that the result is
within range of the
control solution level
that you are using.

If the result falls within

the range on the bottle,
the meter is working

correctly. 06146A
i Hoh: 200-300 i
Step 6

Remove the test strip. The meter shuts off automuticully
when the test strip is removed.

Dispose of the test strip immediutely.
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Comparing Control Solution Results

If the result is outside the range printed on the test strip
bottle, repedt the test. One or more of the following may
have caused un out-of-range result:

o The meter wus hot placed in control solution Mode
before adding control solution

o The control solution hus expired or hus been
contuminuated

e The conftrol solution wus stored below 59°F (156°C) or
ubove 86°F (30°C)

e First drop of control solution wus hot discarded

o The test strip wus hot stored correctly

o The test strip was used ufter the expiration dute on
the bottle

e The test strip bottle wus open for more than 90 days
(8 months)

¢ The GLUCOCARD® Vitul™ meter hus been dumuged
or hus mulfunctioned

e Contumination due to the tip of the control solution
bottle touchinyg the test strip

Repeut the test, carefully following instructions, using
control solution mode with hew control solution or a new
test strip, us uppropriute. Compure the result with the
range printed on the test strip bottle you are using.
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NOTE: If your control solution result continues to fall
outside the required range, the system may hot be
working correctly. DO NOT USE the system to test your
blood. If you dare unable to resolve the problem, caill
Customer Service at 800.566.8558 (24 hours u day,

7 duys a week, USA and Cunadu only).

Comparing Meter & Laboratory Results

Your GLUCOCARD® Vitul™ Blood Glucose Meter is
referenced to fresh plasma blood meusurement. This
wus performed in u clinical l[uboratory with glucose
standard cdlibration to the NIST (Nationdl Institute of
Science aund Technology, Guithersburg, MD, USA).

The results you yget from your meter muy differ from
the tightly controlled clinicul laboratory result. This is due
to hormul variation. To muke un uccurute compdarison
between the meter und laboratory results, follow the
guidelines below.

Before You Compare

Perform a control solution test to make sure your meter
and test strips are working correctly. Wait at least 2 hours
affer a medudl or drink (other than water) before doiny
compurison blood tests. Fusting is essentidl if venous blood
is required for the reference unalyzer.
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When at the Laboratory

The cupillury sumples for both tests must be tuken und
tested within 15 minutes of euch other. The sumple Must
be collected with unticougulunt uppropriute to the
laboratory analyzer. The recommended technigyue should
be followed. Andilysis should be performed following the
manufacturer’s guidelines.

ALWAYS waush hands in warm, soupy wuter. Rinse und dry
them thoroughly before testing.

ALWAYS use fresh cupillury whole blood on meter tests.

You muay still experience u difference from the laboratory
result becuuse blood ylucose levels cun change over
short periods. This cun be for a variety of reusons, such us
food, exercise, medicution, hematocrit, stress, or loss of
body fluids.

Dutu aunalysis should be performed using u clinicully
acceptuble method.

Understanding Test Results

NOTE: The GLUCOCARD® Vital™ Meter is desighed to
give results ut temperutures between 41°F - 113°F
(6°C - 45°C) and relative humidity (hon-cohdensing)
of 20-80%.

50

Circulating blood glucose fluctuates naturdilly over time.
Test results can vary over time und cun be dffected by
severdl fuctors. Some of these include, but are noft limited
to, the followiny: (1) time of duy the test was performed;
(2) food euten; (3) uctivities performed; (4) insulin und
other medications taken. If your result does hot seem
correct ufter testing your blood, repeut the test. If
ubnormally high or low readings persist, contact your
hedlthcure professional.

Expected Blood Glucose Readings
Expected blood glucose levels for people without dicbetes:

mg/dL
Fausting <100 my/dL
1-2 hours ufter meuls <140 my/dL

High Blood Glucose Readings

If your blood glucose is ubove 600 my/dL, you will receive
a “Hi.” Repedut the test with a new test strip. If this message
shows aguin, contact your hedlthcare professional
immediutely!

Contact your physician for advice if test results are very
high? (ubove 240 my/dL) und/or you have symptoms of
high blood glucose. These symptoms include dry mouth,
thirst, frequent urination, haused, vomiting, blurred vision,
sleepiness, or ubdominul puin. Symptoms will vary from
person to person. You muy have onhe or dll of these
symptoms.
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Low Blood Glucose Readings

If your blood glucose is below 20 my/dL, you will receive a
“Lo.” Repeut the test with a hew test strip. If this messuge
shows aguin, contact your hedlthcare professiondl
immediutely!

Contuct your physician for udvice if test results are very low®
(below 70 myg/dL) and/or you have symptoms of low blood
dglucose. Symptoms of low blood ylucose include sweuting,
shakiness, trembling, blurred vision, hunger, headache,
confusion, rapid heurtbedt, or tingling or numbness uround
the mouth or fingertips. Symptoms will vary from person to
ferson. You may have one or dll of these symptoms.

Diabetes Findings

In 1993, the Nationadl Institute of Heulth concluded un
extensive long-term study of people with Type 1 didbetes. This
study, culled the Diubetes Control und Complicutions Triul
(DCCT), found that by keeping your blood glucose close to
the levels of people without didbetes you can reduce the

risk of complicutions involving the eyes, kidneys, und nervous
system by dpproximately 60%",

What This Means for You

Freyuent blood glucose testing is the best meduns you have
for keeping track of how well you are doing with the factors
that affect your didbetes-medicution, diet, exercise, und
stress munagement. Blood yglucose test results can dlso tell
you whether your didbetes is chunging in ways that might
require un udjustment to your treatment plan. Alwdys consult
your hedlthcure professiondl before making uny changes in
manaying your didbetes.

52

Frequency of Testing

How often you nheed to test your blood glucose will vary
according to your uge, the type of diubetes you have,
the medicutions you ure tuking, und your physical und
emotionudl hedlth. Your hedlthcure professional will guide
you. After deciding when und how often you should test,
it is importunt that you make testing part of your routine.

Recommendations for better diabetes control

o Follow the udvice of your hedulthcare professional.

e Follow the exercise und meul pluns recommended
by your hedlthcure professional.

e Tuke insulin or diubetes medicution ut your
scheduled times.

e Keep in touch with your emotional und physicul
condition.

o Stress or iliness cun uffect diubetes.

o Wutch for symptoms of hypoylycemiu (low blood
glucose) und hyperglycemia (high blood glucose).

e Always record your test results in your logbook. The
logbook assists you in keeping u record of your blood
glucose results, ulonyg with information on your food
intake, exercise, and medication.

e Review your logbook of test results with your
hedlthcure professional regularly.
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| SPECIFICATIONS |

Test Strips:

Result range:
Calibration:
Sample Size:
Blood Source:
Hematocrit Range:
Test Time:

Glucose Units:

Assay Method:

Power Source:

Battery Life:

Display Type:

Memory:

Automatic Shut-off:

Size:

Weight:

Optimum Operating Ranges:

Relative Humidity:

Alfitude:
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GLUCOCARD® Vitul™
20 to 600 my/dL
Plusma referenced
Minimum 0.5 pL
Cuapillury Whole Blood
33%-52%

7 seconds

my/dL

Biosensor, Glucose oxiduse
(Asperdillus higer sourced)

Single replucement 3V
(CR2032) buttery

More than 2,000 fests ut
4 tests per duy

Liguid Crystal Display (LCD)

250 results with 14- und
30-duy uveruging

2 minutes uffer lust user uction

Approx. 3" x 2" x 1"
(80 mm x 46 mm x 16 mm)

Approx. 12 0z. (39 ¥)
50°F - 104°F (10°C - 40°C)
20% - 80%

10,000 ft. (3,048 meters)

| WARNINGS, PRECAUTIONS, & LIMITATIONS |

o The GLUCOCARD® Vitul™ Blood Glucose Monitoring System is hot
designed to substitute for putholoyy luborutory equipment and
should not be used for the diugnosis of diubetes.

e Severe dehydrution (excessive wuter loss) muy cuuse fulse low
results. If you believe you ure suffering from dehydrution, consult
your hedlthcure professional immediutely.

e Ared blood cell count (hematocrit) that is very high (Ubove 52%)
cuh yive ubnhormully low results. A very low hemutocrit level
(below 33%) cun give ubhormually high results.

e |nuccurute results may occur in severely hypotensive individuuls
or putients in shock.

e |nuccurute low results may occur for individuals experiencing u
hyperglycemic-hyperosmolur stute, with or without ketosis.

¢ Putients undergoinyg oxygen therapy muy yield fulse results.

¢ Do not use to test hnewborns. The system hus not been vuliduted
for neonutul use.

« Do not use the GLUCOCARD® Vital™ system ut altitudes in excess
of 10,000 ft (3,048 m).

o Triglycerides up to 3,300 my/dL do hot significuntly uffect test
results. However, ylucose vulues in specimens beyond this
triglycerides level should be interpreted with caution.

o Metubolites of icodextrin (maltrose, multotrise, uhd multotetraose)
do not uffect test results.

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

IMPORTANT: Low or high blood glucose readings can indicate a potentially serious
medical condition. If your blood glucose reading is unusually low or high, or you do not
feel the way your readings indicate, repeat the test using a new strip. If your result is still
not consistent with your symptoms or if your blood glucose result is less than 60 mg/dL
or higher than 240 mg/dL, contact your diabetes healthcare

professional for advice.
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THE GLUCOCARD® VITAL™ BLOOD GLUCOSE METER

You dre a valued customer of ARKRAY. It is important to us
that you are completely satisfied with your GLUCOCARD®
Vital™ Blood Glucose Meter.

ARKRAY warrants that your GLUCOCARD® Vital™ will be
free from defects in muterials und workmanship for u
period of five years from the dute of the original purchuse.
If during this time the meter does not work properly
becuuse of u defect in muteriuls or workmanship, ARKRAY
ugrees to repluce or repuir, free of charge any aund dll
purts proven to be defective und subject to wurranty.,

This warranty is in lieu of dll other warranties, expressed or
implied, including uny implied warranty of merchantaubility
or fithess for uny purpose, other than stated herein.

This warranty does hot upply to the performance of the
GLUCOCARD® Vitul™ meter thut hus been dumaged by
accident or has been dltered, misused, fumpered with, or
dabused in uny way. This warranty only upplies to the
original purchaser of the meter and/or its agents.

RETURNS

You must contact ARKRAY Customer Service at
800.566.8558 before returhing your meter. If you are locuted
outside of the USA und/or Canadu, pleuse contact your
ARKRAY distributor. You will be instructed how to return the
meter to ARKRAY. Returned meters without this authorization
will not be accepted.
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THE LANCING DEVICE

ARKRAY wuarraunts that the Lancing Device functions
effectively for a period of 3 yeurs from the dute of
purchuse. A malfunctioning device should hot be
returned to your supplier or to ARKRAY unless you receive
an authorization humber o do so.

Notes
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