Reli @

User
Instruction
Manuul




CAUTION:

Before using auny product to test your blood sugar
(blood ylucose), reud dll instructions und pructice

the test. Do dll quulity control checks us directed and
consult with a diabetes hedlthcare professiondl. These
recommenduations upply to dll blood glucose monitoring
systems aund dre supported by the American Associution
of Diubetes Educutors, the Americun Didbetes
Associdtion, the U.S. Food und Druy Administration, und
the Hedlth Industry Manufacturers Association.
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INTRODUCTION

Thank you for choosing the ReliOn® Confirm Blood Glucose Monhitoring
System. This system medusures blood yglucose in fresh capillary whole
blood. Results ure shown us plusmu values. This mMakes it eusy to
compure the ReliON® Confirm blood glucose meter und lub results.

Pledse read this manual before using the system. If you have any
yuestions, cull Customer Service ut 800.631.0076 (24 hours u day, 7
days u week). Contact your hedlthcure professionadl with questions if
you dre uhuble to reach Customer Service.



Intended Use

The ReliON® Confirm Blood Glucose Monhitoring System meter is
intended for the quantitative medasurement of glucose in fresh
cupillury whole blood sumples drawn from the fingertips or pulm.
Testing is done outside the body (Inh Vitro diugnostic use). It is indicuted
for use ut home (over the counter (OTC)) by persons with diubetes, or
in clinicul settings by heulthcare professionals, us an aid fo monitor the
effectiveness of diabetes control.

The System Includes:

e Meter

e Currying Cuse

e User Instruction Manual
¢ Quick Reference Guide
¢ Self-testing Logbook

e Lunciny Device

e Luncets
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UNDERSTANDING THE ReliOn® Confirm BLOOD GLUCOSE METER

Top Bottom

Battery Compartment
Cover

Tab
Display

Test Strip
Port

Connection Terminal




Explanation of the full display screen:
Memory Mode Symbol

Battery Symbol—— 28  MEM %\ Audible Beep Off

HHH

l.

Apply Blood Symbol——3——= /mm /

o8.0
Datefﬂg' %gmﬁ%{‘:: || Unit of Measurement

Temperature Waming——— g4 ""”' {_"’_"ém :*ﬂme Format
k DFL CO]N J

Delete Symbol Control Solution

NOTE: Meters in the USA ure programmed to show results in mg/dL.
Meters used outside the USA dre programmed to show results in either
my/dL or mmol/L. Results displayed in mmol/L will always have a decimal
point. Results displayed in my/dL will hever have u decimal point.




ReliOn® Confirm/micro test strips

These test strips heed only 0.3 uL (Mmicroliter) of blood. Apply blood to the
sumple upplicution fip. The strip draws in the blood by cupillary action.

The blood glucose redcts with the enzyme on the test strip. This produces
u current proportiondl to the blood yglucose level. The meter detects the

current und converts it info a blood glucose reuding.

Test Strip Bottle Test Strip

N XXX - XXX mgldL
§H 000 XXX mofdL

| sl ose a0t )
Insert this

way into
meter

Tip (Apply blood
to end of test strip.
Capillary draw will
pull blood to
reaction site).



Changing the Battery

The ReliOn® Confirm blood yglucose meter comes with one lithium buttery CR2032
(or DL2032).

CAUTION: Replucing the buttery will not delete meter settings or test
results stored in the meter unless you:

e Touch the metal portion on Main unit with your fingers or any metal.
e Tuke over 2 minutes to replace buttery.

e Loud the buttery incorrectly.

e Loud u used or weuk buttery.

NOTE:

¢ To save buattery power, the meter turhs itself off 3 — 5 minutes dffer last use.

e Replace butteries wheh low battery symbol dappedars. Otherwise
inaccurate results could be obtuined.

¢ Discurd used butteries us per locul guidelines.

WARNING: Keep dll butteries out of children’s reach. If a battery is
swullowed, consult a doctor immediately.
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To repluce buttery:

1. Open the buttery cover on the buck
side of the meter by pushing the tab
in the direction of the arrow und
pulling the cover up.

2. The buttery is held in pluce on the
underside of the cover. Slide the
battery out of the cover.

CAUTION: Do not touch the metal contacts inside the buﬂery
compartment with your finger or any metal.

3. Loud u hew buttery into the bauttery
cover. Pluce the “+” side downh when H@/‘-©

louding the battery into the cover. =

4. Make sure the battery is loaded in the ¥
proper position. Otherwise, the A

preprogrammed fimes will be reset.
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5. Put the battery cover back into correct position and shap to close.

If the clock setting hus been deleted, either "12:00” or “0:00” will blink
when you put u test strip into the meter. The low buttery symbol
meuns you heed to repluce the buttery us soon us possible. Discurd
used butteries us per locul guidelines.

12



METER SET-UP

Before using the ReliON® Confirm blood glucose meter for the first
time, set the time and duate. Do nhot perform d blood ylucose test until
you have setup the meter.

Meter set-up dllows you to adjust the audible
beep volume und to set fime, dute, und test
uveruyging.

Basic rules for meter set-up:

Step 1: Enter meter set-up by first
making sure the meter is furned off.




Step 2: Press the Up Arrow und Down Arrow buttons
ut the sume time for 5 seconds. A beep sounds und
the meter turns on. Next, u second beep sounds und
“SET” shows oh the screen.

Step 3: Use the Up Arrow to change the set-up screen. When you press
the Up Arrow, the set-up screen changes in the order shown in the dia-
gram on the followiny puge. Press the Down Arrow button to chunge a
setting within a set-up screen menu.

Note: If you need to gyo buck to u setting, you must scroll through each
set-up option. You cannot go backwdards in set-up mode.

In set-up Mode, the meter will turn off automatically after 3 minutes of
nonh-use.
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Setting

the
Audible Setting Setting the Setting the
Beep the Year Month Day
Up
S E | Arrow On Arrow “-'L" Arrow
bUZ *
:'l BA'H'IA,
Arrow
Gray Arrow * [Return] ’
. Setting Setting Setting the
Ending Test the Hour
Set-up Averaging Minute
Up
Arrow d Arrow O F Arrow

<

<Power OFF>



Setting the Audible Beep

If the audible beep is turned “on”, the beep will sound when:

¢ You insert u test strip info the meter.

¢ You upply blood or control solution to u test strip.

e The test hus ended und the result is displayed.

e The meter is furned on, but you do hot use it for several minutes.
Meter will beep und automatically shut off,

¢ You yo info Memory Mode.

Muake sure the meter is off. Press the Up Arrow :
und Down Arrow buttons ut the sume fime for SE r
5 seconds. A beep sounds and the meter l

turns oh. Next, u second beep sounds und “SET” eee\)
shows on the screen. v
Press the Up Arrow button. The screen will
display "bUZ" und the current beep setting. bgn
ue 5' "
/)
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Press the Down Arrow button to
cycle through the volume levels:
“OFF” (ho sound)

“onh 1” (low)

“on 2”(middle)

“on 3” (high)

“OFF” (ho sound) ..., efc.

A beep sounds ut the set volume
ut euch step. If "OFF” is set, the
“audible beep Mmute (Off)” symbol
lights up in the upper right of the
screen. After you select the beep
volume, press the Up Arrow
button to confirm the setting. The
screen changes to the year
set-up screen.




Setting the Year

In the yeur set-up screen, the last two digits of the
currently set year appeur ut the top of the screen.
“YER" uppedurs in the middle of the screen. All four [1]
digits of the currently set year uppeur at the

bottom of the screen. The lust two digits will blink.

Press the Down Arrow to change the last

two digits of the yeur to the correct year. After you [2]
set the yeduar, press the Up Arrow button to confirm

the seftinyg. The screen chunges to the

month set-up screen.

(3]
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Setting the Month

Press the Down Arrow button to change the month.
After you set the month, press the Up Arrow button to
confirm the sefting. The screen chunges to the duy
set-up screen.

Setting the Day

Press the Down Arrow button to chunge the duay.
After you set the day, press the Up Arrow button to
confirm the settiny. The screen chunges to the hour
set-up screen.




Setting the Hour

Press the Down Arrow button to change the hour.

After you set the hour, press the Up Arrow button (]
to confirm the setting. The screen changes to the

minute set-up screen.

Setting the Minute 2

Press the Down Arrow button to change the minute.
After you set the minute, press the Up Arrow button

to confirm the setting. The screen changes to the 3]
test averaying setf-up screen.

[4]
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Setting Test Averaging

NOTE: “Lo” results are included us 20 my/dL inh the averages. “Hi”
results are included us 600 my/dL in the averages.

Press the Down Arrow button to cycle

through the test averayging choices: “oFF”
(hot displayed), “14” (14-day averuge), or"30”
(80-duy uverage)."AVE” uppedurs hear the
middle of the screen.

If you select either 14-duy or 30-duy uveruying,
your uveruge test result will uppeur when you
recull results from memory. See puye 58.

After you set test averayging, press the
Up Arrow butfton to confirm the setting.

21



Ending Set-up Enc/

To make further changes to set-up seftings, press
the Down Arrow button while “End” is

displayed. This will bring up the Audible Beep ’
set-up screen. You cun then move through the W
set-up Mode und udjust uny settings that you wish.

If you dre done with set-up, press the Up
Arrow button while "End” is displayed. This
confirms dll settings und turns the meter off.

<Power OFF>

The meter will turn off uutomaticdally 3 minutes ufter “End” is displuyed.

22



PERFORM A CONTROL SOLUTION TEST

Use ReliOn® Confirm/micro CONTROL to check if:

o the meter und test strips ure working correctly us a system.
e you ure testing correctly.

To order control solution, cull ReliON® ut 800.631.0076.

23



Perform a Control Solution Test:

¢ Before testing with the ReliOn® Confirm blood yglucose meter for
the first time.

e Whenever you suspect the meter or test strips may not be
functioning properly.

o If test results uppedar to be abnormully high or low or aure hot
conhsistent with clinical symptoms.

¢ The test strip bottle hus been left open or has been exposed to
temperutures below 34°F (1°C) or ubove 86°F (30°C), or humidity
levels ubove 80%.

e To check your technigue.

¢ When the ReliOn® Confirm blood glucose meter hus been
dropped or stored below 32°F (0°C) or ubove 122°F (60°C).

Important:

¢ Use only with ReliOn® Confirm blood ylucose meter und
ReliOn® Confirm/micro blood ylucose test strips.

24



¢ ReliOnN® Confirm/micro CONTROL is hot infended for human

consumption. Do not drink.

e Do not upply to eye. Contuct your hedlthcure professiondl

immediately if solufion is swallowed, injected, or upplied to the eye.
¢ Dye in conftrol solution may stain skin, clothing, or surfaces.

¢ Store the control solution between 34-86°F (1-30°C). Keep away from

direct sunlight, flourescent light, and heut, Do hot freeze.

¢ Use before the expiration dute printed on bottle.

¢ Use the control solution within 3 months of first opening. It is

recommended that you write the date of opening onh the control
solution bottle label (OPEN DATE) us u reminder to dispose of the
opened solution ufter 3 Months.

o Alwuys repluce the cup immediutely ufter use.

e ReliON® Confirm/micro CONTROL is hot u cleuniny solution. Do not
cleun your ReliOn® Confirm blood glucose meter with ReliOn®
Confirm/micro CONTROL.

¢ Do not use the control solution when the solution level fdlls below the

bofttom edye of the lubel on the bottle.

¢ Use the Control Solution between 72-82°F (22-28°C).

25



Step 1:Insert a test strip as shown in diagram. Test strip should seut
firmly info meter. The meter will turn on automaticdally. The full screen
will come on for a moment. Muke sure dll symbols uppeur on the
screen (see puye 8). The lust result will then uppedar. Then the code
number (F-2, F-3, or F-4) will uppeur for three seconds followed by the
Apply Blood symbol. Muke sure thut the code number on the screen
mutches the code number on the test strip bofttle. If screen code does
not match the test strip code, use a hew test strip. If code still does

not match, use u hew bottle of test strips or call Customer Service at
800.631.0076 (24 hours u duy, 7 days u week).

O
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Step 2: Press the
Up Arrow button to
enter the control mode.
You will see "CONT” on
the bottom right of
the screen.

If you do not
enter the control
solution mode,
the control
solution result
will NOT be
valid.




Step 3: Mix control solution by yently
inverting bottle. Remove the cup from the
control solution bottle. While the Apply
Blood symbol @ is flushiny, pluce u drop of

the conftrol solution on the end of the test

strip. DO NOT put control solution on top of
the test strip. The test strip will draw up the
solutfion und the meter will beep. The meter
will begin to count down.

Step 4:1n 7 seconds the meter will beep
uguin und display the control solution result.
Compare the result to the range printed
on the test strip bottle. Make sure the result
is within the acceptuble ranyge. If the result
falls within this range, the meter und test
strip are working correctly.

28



Do hot use the system if control solution result is out of runge. See
Troubleshooting Control Solution Test (puge 30).

Result is automuticully stored in memory. See puge 42 for additiondl
information

Step 5: Remove test strip. Dispose of the used test strip.

Control solutions are avdailuble in three (3) levels - Low (L), Normal (N),

und High (H).

Repeut Steps 1-5 with other Control Solution levels us per
recommendutions of your hedlthcure professional.

To order control solution, call ReliON® at 800.631.0076.

NOTE: Control solution test results are hot included in the averages.
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Troubleshooting Control Solution Test

If the control solution test result is out-of-runge, check the following und repedt the test:

Check Action

Did you do the test in If not, do the test again. Insert a
control solution mode? test strip; press the Up Arrow
Do you see "CONT” on button for control solution mode.

the screen with the result? “"CONT” should uppedur on screen.

Mdake sure that test strips and control
solufions are not pust expiration date.
This dute is shown oh bofttle. Muke
sure bottles have hot been opened
for more than three months.

Huve the test strips and/or
control solution expired?

If not, retest with hew bottle
of control solution, or warm up/cool
down to room temperuture.

Were control solutions ut room
temperature (72-82°F (22-28°C))
when used?

If hot, obtuin a new bottle

Does the code on the test strip bottle
of test strips.

match the code on the meter screen?

30



Check

Action

Did you insert test strip
firmly into meter?

Mdake sure test strip is inserted
dll the wuy into test strip port.
See diugrum on puye 26.

Did you follow the
procedure correctly?

Rereud “Performing u Control

Solution Test” (puyes 24-29) und retest.

Were test strips stored correctly
(between 34-86°F (1-30°C))?
Woaus the bottle cup replaced
immediately after removing
u test strip?

If not, retest with a
new bottle of test strips.

Is the meter dumuyed?
Does it show un error code?

If yes, contuct Customer Service ut
800.631.0076.

31
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Does your Control Solution result still read outside the range
printed on the test strip bottle? If yes, the system muy hot be
workiny correctly. DO NOT USE the system to test your blood
glucose until the control solution result is within range. If you
need help, pleuse cull Customer Service at 800.631.0076

(24 hours a duy, 7 days u week, USA). Contuct your diubetes
hedlthcuare professionul if you cannot reach Customer Service.



BLOOD GLUCOSE TESTING

The Lancing Device

Indicator Charger

Deep Depth Setting /
(Longest Marker) %
Step 1: Pry the \ =" Safety Tab

depth udjustment cup C %Qsmuow Depth Setting
sidewuys to remove it. Q) (Shortest Marker)

Depth \

Medium Depth Setting

Depth Adjustment Cap
Clear Cap

NOTE: Do not use the luncet if the cup is missing or dumauged.
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Step 2: Insert u new, unused luncet into the Holder
Holder until it stops.

Step 3: Twist off the sufety tub.

Step 4: Attuch the depth udjustment cup.

34



Step 5: Adjust the depth of puncture setting if necessary. If the
obtdined umount of blood is excessive, turn the dial to a lower setting.
If the obtuined umount of blood is insufficient, furn the didl to a larger
setting.

Level indications

There is no numeric
inscription on the
] I Lancing Device.
12345
—— Deeper

> )E)W)))%

Step 6: Pull the charyer to reset the device.
You may heur u click.
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Getting a Drop of Blood

Step 1: Wush hunds with soup und waurm water. Dry
hands thoroughly. If you use ulcohol wipes to cledanse
fingers, muke sure the dreu is dry before lancing finger.
Residuul ulcohol may leud o inaccurute reudings.

Step 2: L et the urm huny down for 10 to 15 seconds.
(Holding the arm below the hedart and mMussayging
the wrist, palm and finger makes it eusier fo obtuin
u blood drop).

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

Step 4: Press the depth adjustment cap fo the side  /
of the fingertip. Push the reledse button.

36



Step 5: Set aside the lunciny device und wuait u few seconds for a
blood drop to form. Keepinyg the hund warm, lowering the hand to
wuist level und gently mussaging your wrist, palm or the buse of the
finger helps the flow of blood. Use u different site each time you test to
help prevent soreness aund cdalluses.

NOTE: A luncet should only be used once. Dispose of used luncet in
saufe munher so us hot to cause uccidentdl injury.

WARNING: DO NOT share used lancets with another person. To prevent
possible infection, a used lancet should hot be fouched by unother
person.
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Performing a Blood Glucose Test

NOTE: Four und a half minutes ufter test strip insertion, a beep
sounds every 5 seconds. After 5§ minutes, u beep sounds und the
meter turns off. Tuke out unused test strip and insert it agdin to furn
meter back on.

O

BEA
UG ig,!L

’umw mmol/L
k faYaWa t':AU

Step 1: Remove test strip

from the bottle. Immediately
repluce the bottle cup tightly.
Insert test strip as shown in
diagram. A beep will sound
and the meter will turh on
automaticually. Verify that

ull symbols uppeur on

the screen.

U m w w
DEL CONT
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Step 2: The beep will sound aguin. The last result will then appedar.
Then the code number (F-2, F-3, or F-4) will uppeur for three seconds
followed by the Apply Blood symbol @. Verify that the code number
on the screen matches the code number printed on the bottle.

If the code humber does hot mutch, the meter may give u fulse
reading. If code does hot match, use a hew strip. If code sfill does

not match, use u hew bottle of test strips or call Customer Service at
800.631.0076 (24 hours u duy, 7 duys u week). Verify that the dute und
time upjpedr on the screen und dre correct. If dute und time ure not
correct, reset them (see Meter Set-up, puye 13).

Code No.

‘ (F-2, 3 or 4)
§LIXXX - XXX mgldL

I ON XXX - XXX mg/dL :

| H XXX XXX mg/dL CODE (F-4
i [tor] oggrnor _.oenl

Expiration date
Exp. g 2010-11

‘‘‘‘‘
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Step 3: Obtuin u blood drop (see puges 36-37).
Apply blood to the end of the test strip. Capillary
uction will pull the blood into the strip. The meter will
beep when it detects that blood hus been applied.
The meter will begin to count down. Do hot udd
blood on top of the test strip, s you may receive
un inuccuraute result.

Important: Ensure that enough blood is upplied

to fill the check window und it turhs red. When the
check window is filled with blood and d beep
sounds, remove the fip of the test strip from your
finger. If there is hot enough blood, “"E-7" or "Lo”
will be displayed.

40
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Filled

Not Filled

X




If it taukes lonyger thun 20 seconds to obtuin u blood
sumple and to touch the test strip to the blood drop,
repeut Step 3.

Step 4: The meter will count down, showing u flushing
dash. After 7 seconds, u beep sounds und the test
result and dute/time are shown.

Results will be shown in units of my/dL.

Record result in your logbook.

Step 5: When the test is done, pull out test
strip. Dispose of used test strip. The meter
shuts off automuticully when you remove
the test strip.

Remove luncet from lancihy device. Dispose
used lancet according fo locul guidelines.

41



Flagging Test Results

You cun muark u test result with either *DEL” or
“"CONT” or leuve it unmurked.

You must mark the test result after it has been
displayed, but before you remove the test strip
from the meter. You cannot change the marker
after removing the test strip from the meter.

e “DEL ”: Murk u test result with "DEL” if you feel the result is incorrect or
the test procedure wus hot followed correctly. The result will be store
in memory, but will not be used for Test Averuging. (See puye 21).

e “CONT ”: Mark control solution test results with *CONT”.
(See puye 23).

Step 1: Wuit for test result to be displuyed. Be sure test strip is sfill in
meter. Press the Up Arrow button to cycle through the options: "DEL"—
> "CONT” —> Unmurked —> “DEL", etc.
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Step 2: When you huve selected the desired
marker, remove the test strip. When you recdall
the result from memory, the selected marker
will be displuyed ("DEL”, *"CONT” or ho murker).

NOTE: The following dare NOT included
in the 14-day or 30-duay test averages: [1y

e Results collected in Control Solution
mode (und therefore marked"CONT”).
e Results marked “CONT” or “DEL”
by you.
e Results obtuined when date und
time have not been set.

G. ,,_, mgdL

H l Hah

NOTE: Results collected in Control Mode uutomaticully show “CONT”
when the result is first displayed und when it is reviewed in Memory.
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ALTERNATE SITE TESTING (AST)

Important Information About AST

Sites other than your fingertip may have fewer nerve endings so obtaining

u blood sumple from these sites muy be less puinful. The fechnigue for
dlternute site testing is different from fingertip testing. Blood glucose testing
results from sites other than your fingertip could be significuntly different.
Physiologicudl differences in circulation between the fingertip und palm may
result in differences in blood glucose medsurements between these sites.
Differences in glucose concentrations may be observed ufter edting, taking
insulin Medicution, or exercise und dre typicully showh more yuickly in the
fingertip than in the palm.

Consult with your diubetes hedlthcure professional prior to testing from d site
other thun your fingertips.
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Consider Alternate Site Testing When:
¢ Testing before u meul.
¢ You dre in u fusting state.
e Two hours huve pussed since u medul.
e Two hours have pussed since insulin dosing.
¢ Two hours have pussed since physicul activity.

Use Fingertip Testing:

o Within fwo hours after a medl.

e Within fwo hours ufter insulin dosing.

o Withih fwo hours after physical activity.

e If you have u history of hypoylycemia, dre experiencing low
blood glucose, or suffer from hypoglycemic unawdreness (you
cunnot fell when you have low blood glucose).

¢ To confirm your blood glucose level if your AST result is hot
consistent with how you feel.

e During times of stress or illness.
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Ask your diubetes heulthcure professionul about recommended
testing procedures when operating machinery or driving u cur, us
fingertip testing is usuully the preferred method of testing under these
circumstunces.

If bruising occurs, you may choose to lance u fingertip instead.

Preparing to Test Your Blood Glucose
From an Alternate Site

Choose a Site: Select u soft, fleshy

areu onh the pulm that is free of visible
veins und moles und away from bone.
Wuash the dreu with warm, soupy water.
Rinse aund dry completely. If you use
ulcohol wipes to cledunse the site, muke
sure the ared is dry before lancing the site.

A
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Performing a Blood Glucose Test From an Alternate Site
Step 1:

Insert luncet und cock lanhcing
device.
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Step 2:

Remove test strip from the bottle.
Immediutely replace the bottle cap
tightly. Insert test strip as shown in
diagram. A beep will sound und
the meter will turh on automatically.,
Verify that dll symbols uppeur on the
screen (see puye 8). The last result
will then appedar,

Verify that the %;/ &

code number

588

88 mmﬂo’ﬂt
3 588

DEL CONT

Code No.

displayed on (F-2, 3 or 4)
the screen | e e
matches the il | [cove JF-4]

Expiration date

code number
on the bottle of

test strips used. Exp. g 2010-11
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Step 3:

a) PRESS AND VIGOROUSLY
RUB THE SELECTED AREA for
10 seconds until it starts to
feel wurm to the touch.

b) Firmly hold the cocked
lancing device uguinst the
cleun skin for 5-10 seconds.
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d) Once u

A large enough
drop of blood
hus formed,
remove the
lancing device.

¢) Press the releuse button
onh the lancihy device to
lunce the skin. Continue to
hold the lancing device
firmly against the skin unfil
u blood drop forms.

IMPORTANT

Repedat blood draw if fluid is cledr. mggmyﬂ

S SORTANT oty
NOT ut un unyle.

If it takes longer than 20 SECONDS to obtdin

d blood sample, and any sample has been \

applied to the strip, discard strip and use u

new strip before proceeding.

Step 4:

Pick up the meter und touch the end of the test
strip to the blood sumple until the reaction site is
full. Immediutely remove the meter and test strip
from the blood drop.
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IMPORTANT

o Was the sumple free of clear or watery fluid?

¢ \Wus the drop large enough (at least 0.3 ub)?

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

IF NOT,
REPEAT TEST.

Step 5:

The meter will count down, with a flushing dush, and display

result in 7 seconds.

CONSIDER YOUR RESULT. REPEAT ALTERNATE SITE TEST:
¢ [F the blood sumple uppeured to be diluted with clear fluid.
¢ |F you did not vigorously rub the test site.
o |[F the blood drop wus hot large enough 1o fill the
reaction site.
o |[F the test wus accidentdlly marked as a “*Control” result.
o |[F your result was hot consistent with how you feel.
¢ |F more thun 20 seconds elupsed from sumple
collection to meusurement (evuporution of the
blood sumple mMay cuuse u test result that is higher
than the actudl value).

Filled

o)

Not Filled

X/

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

Step 6: Alwuys record your results in your self-testing logbook ulony
with other information such us insulin dosaye, diet, and exercise.

The result is automatically stored in memory with the time and date.

Step 7: Remove the test strip und dispose of it in uccordunce with
locul guidelines or us directed by your hedlthcare professional.

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

The ReliON® confirm blood yglucose meter is referenced to a fresh
plusma sumple. Your meter results may differ from clinical lab results. This
is due to hormul variation. To compure your meter with lab results, follow
the guidelines below.

Before you compare

Perform u control solution test. This maukes sure your meter und test strips
ure working correctly. Wait at leust 2 hours after a medal or drink (other
than water) before doihg u compurison. If the lab test heeds vehous
blood, you must fust before giving u blood sumple.

When at the lab

Blood sumples for both tests must be tuken und tested within 15

minutes of each other. Collect blood for the lub test with an approved
preservative. Hepurin saumples of blood may be used. See test strip insert
for additfiondl information. ReliOn® Confirm blood ylucose meter is
plasma referenced.
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ALWAYS wush hands with warm soupy water, Rinse and dry them
before testing. ALWAYS use fresh cupillary whole blood on meter tests.

You muy still see a difference from the lab result. This cun be due to
severdl causes. Blood glucose levels can change over short periods of
time, for example due to food or stress. Test strip results also may vary
due to medicutions or to low or high hemutocrit.

Andlyze duta with a clinicully ucceptuble method.

Your test results will vary over time. For example, results may vary due to:
1) The time of duy the test was dohe.
2) The food you edut,
3) Activities you do.
4) The insulin und other medicutions you tuke.

If your reudinygs do hot seem correct, repeut the test. Contuct your
hedlthcare professional immediately if:

o ubnhormully high or low reudinys persist.

e your test results do hot mutch your symptoms.
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Normal Blood Glucose Readings

Expected blood glucose levels for adults without didbetes!2:
Fusting 70to 110 my/dL
1 to 2 hours ufter meuls <120 my/dL

High Blood Glucose Readings

If your blood glucose is ubove 600 my/dL, you will receive u “Hi.”
Repeut the test with a hew test strip. If this Messuge shows uguin,
contuct your hedlthcure professional immediutely!

Contuct your physiciun for advice if test results are very high3 (ubove
240 my/dL) aund/or you have symptoms of high blood yglucose. These
symptoms include dry mouth, thirst, frequent urination, nauseu,
vomiting, blurred vision, sleepiness, or ubdominal puin. Symptoms will
vary person to person. You may have one or ull of these symptoms.
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Low Blood Glucose Readings

If your blood glucose is below 20 my/dL, you will receive du “Lo.”
Repeut the test with a hew test strip. If this messuge shows uguin,
contuct your hedlthcure professional immediutely!

Contuct your physiciun for udvice if test results aure very low*(below 70
my/dL) and/or you have symptoms of low blood glucose. Symptoms
of low blood ylucose include sweduting, shakiness, frembling, blurred
vision, hunger, heuduche, confusion, rapid heartbeat, or tingling or
numbhness uround the mouth or fingertips. Symptoms will vary person to
person. You muy have one or dll of these symptoms.

Recent Diabetes Findings

In 1993, the Nutional Institutes of Hedlth reported u study of people
with Type 1 didbetes. This study was culled the Diubetes Control und
Complications Trial (DCCT). It found thut good blood glucose control
cun reduce the risk of complicutions by ubout 60%°. This helps protect
the eyes, kidneys, und hervous system from dumauge due to diubetes.
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What This Means For You

Frequent blood glucose testing is the best meadns to tfrack how well you
ure doiny with your diubetes maunugement. It helps you track the
effects of medicutions, diet, exercise, und stress munhagement. Blood
glucose test results caun ulso tell you if your diabetes is chunging. This
may alert you to adjust your freatment plan. Always consult your
hedlthcuare professiondl before mMuking uny udjustments.

Frequency of Testing

Work with your hedlthcare professiondl to decide when and how often
to test. This will depend on such things us age, type of didbetes, and
medications. It is important fo muke testing part of your ddily routine.
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RECALLING RESULTS - ENTERING MEMORY MODE

The ReliON® Confirm blood glucose meter stores up to 360 test results.
When more than 360 test results have been performed, the meter
drops the oldest result euch time you udd u new result. Before using
the memory, remove test strip from meter and muke sure meter is
turned off.

Step 1: Press the Up Arrow button for 2 seconds.
A beep sounds und the test meter turns

oh und shows dll screen symbols. The meter hext
shows the yeur, dute, und time. After 2 seconds,
either the Test Averuyge or the most recent
test result will uppedur.
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o [f Test Averaging hus been turhed on, the
average result will uppeur first. Either *14d”
or “30d” will show ut the bottom of the screen
for either a 14-day or 30-day average. “AVE”
will appear ubove *14d” or "30d”. 11

o |f Test Averuging hus been set to “Off”, the
display will briefly flush the number *1” ut the
bottom of the screen. Then, the most recent
test result appears with the date and time of
the test.

“MEM” will displuy ut the top of the screen. [2]
This shows it is u stored result.

Step 2: Press the Up Arrow button to scroll
through memory. Press und hold the Up
Arrow button to move through the results
quickly. Press the Down Arrow button fo
move backwards through results in memory.
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Step 3: After dll test results have been reviewed, “End” appedars.
¢ Press the Up Arrow button once to go buck to the first result
in memory. You cuhn then scroll through results in memory agdin.
e Press the Down Arrow button for 2 seconds to exit Memory aund
turh off the meter. You can exit Memory in this way at any fime
when recdalling results.

Note:
¢ If NO tests huve been performed, or dll test results huve been
deleted, the current date and time appedar first, then “End” appedars.

¢ If 3 minutes elupse before either the upper or lower button is pressed,
U beep sounds und the test meter turns off automuaticully.
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Deleting all test results

Step 1: Press both the Up Arrow und Down
Arrow buttons for 5 seconds while “End”

is shown. You will see "dEL” and “ALL"
dlternating on the screen.

Step 2: Next press the Down Arrow button
for 5 seconds. “"End” uppeurs uyguin. All test
results have how been deleted.

Step 3: Press the Down Arrow button for 2
seconds to turn off fest meter.

Note: To gyet to “End” of memory results quickly, turn off meter, then en-
ter Memory Mode. Next press the Down Arrow button o go backwards
in the memory list to reach “End”.

Note: Deleted test results cannot be recovered.




MAINTENANCE

Cleaning

To prevent mulfunction of the meter, keep the test strip port free of
blood, moisture, dirt, or dust, Use u lint-free cloth dumpened with
wuter to cleun meter. Thoroughly wring out cloth before use. Do not
use un ubrausive cloth or antiseptic solution, us these may dumuage the
displuy screen. Do not cleun inside buattery compaurtment.
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Storage and Handling

o Store meter at 32°F-122°F (0°C-50°C).

¢ Do hot leuve the meter in very hot or cold places. Do hot leuve it
hedr a heut source (radiator) or in a car in hot or cold weduther.

e Do not store or use Meter or test strips:

¢ in high humidity, such as a bathroom or kitchen.
e heur u strony electromugnetic field such us u microwuve oven
or cell phone.

¢ Do not use u meter that has been dropped into water, or if any
wdater has entered the meter. Even if you dry it, correct test results
may not be obtdined, and malfunction May result.

e Do hot store meter or test strips near bleuch or cleuners that contuin
bleuch.

e Do hot drop meter. This cun dumauge the meter. If you do drop
meter, check it with a control solution test.

¢ Do nhot tuke the meter apurt.

e Do not ledve test strips out of their bottles.

e Do hot hold test strips with fingers for a lony period of time.

¢ Do not hold test strips with wet or dirty fingers. Otherwise correct test
results may not be obtdined.
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If you have technicul problems or yuestions, pleuse cull Customer
Service ut 800.631/0076 (24 hours u day, 7 duys u week). Contuct your
heulthcare professionul with questions if you cannot reuch Customer
Service.

Display Screen and Error Messages

Pleuse first read this section. If you still have questions, cull Customer
Service ut 800.631.0076 (24 hours u duy, 7 days a week). Contact your
hedlthcare professional if you cannot reach Customer Service. Do hot
send your meter to ARKRAY or your locul deuler without first calling to
yet upprovaul to do so.

MEM
If any part of the display screen is missing L' L t'
when the meter is turned on, cull s
Customer Service at 800.631.0076. '_ w ﬂ'_’

08 BB
Eb’:. 550
DEL CONT
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Your blood glucose level is less than 20 myg/dL or there
wdus hot enough blood oh test strip. Repeat test with hew
test strip. Mdke sure you use enough blood to fill the strip.
If this Messuye shows uguin, contact your heulthcure
professional immediately!

Your blood glucose level is more than 600 my/dL. Repeut
test with hew tfest strip. If this messuge shows uguin,
contuct your hedlthcure professionul immediately.

Buttery power is too low for testing. Repluce batteries
immediutely. Results may hot be uccuraute when testing
with low buttery symbol on.

Thermometer symbol. The meter temperdture is outside
acceptuble range of 50°F-104°F (10°C-40°C). Allow the
meter und test strips to warm up or cool down slowly
(20 minutes) until the temperature warning symbol goes
away,



The meter is fuulty. Contauct Customer Service
ut 800.631.0076.

The meter temperuture is outside ucceptuble
ranyge of 50°F-104°F (10°C-40°C). Allow the meter
und test strips to warm up or cool dowhn slowly
(20 minutes) until the temperature warning
symbol goes awuy.

The meter is fuulty. Contact Customer Service
ut 800.631.0076.

The meter is faulty. Contact Customer Service
ut 800.631.0076.
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Test strip problem. Contact bars on test strip may be
dirty. Incorrect test strip used. Used test strip has been E -E
inserted. Repedut test with new test strip.

Not enough blood udded to test strip. Or incorrect
blood upplication technigue. Retest with hew test strip. E - 9

/

Code Number. This shows the code humber currently in
the meter. The humber on the screen must mutch the
number on the test strip bottle. If screen code does hot F - (_
mutch the test strip code, use u hew test strip. If code still

does hot mutch, use u hew bottle of test strips or cull

Customer Service ut 800.631.0076.

Apply Blood Sumple. The Apply Blood symbol flushes
showiny thut the meter is reudy for the blood sumple.




Apply Control Solution. The Apply Blood symbol flashes
und “CONT” uppeurs ut the bottom of the screen.
This shows the meter is ready for you to apply control
solution.

Test Result. The meter shows results between 20
and 600 myg/dL.

Test Average hus no results stored. Test Averaging has
been set to 14-day or 30-day but there dare no results
stored yet in memory.

For errors not listed, do hot uttempt to use meter.
Contuct Customer Service ut 800.631.0076.
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PRODUCT INFORMATION

Product Specifications

Test Strips:

Result Runye:
Cdlibration:
Sumple Size:

Blood Source:
Hemautocrit Runyge:
Test Time:

Assauy Method:
Power Source:
Buttery Life:
Screen Type:
Memory:

Averuyge:
Automatic Shut Off:
Size:

Weight:

Operuting Runges:
Altitude:

Unit of Meusurement:

ReliOn® Confirm/micro test strips.
20-600 my/dL .

Plasma referenced.

Minimum 0.3 uL.

Fresh cupillury whole blood.

30% - 54%.

7 seconds.

Biosensor, Glucose Oxiduse (Asperyillus higer sourced).

One 3-volt lithium bauttery (CR2032 or DL2032)
Approximately 2,000 tests

Ligyuid Crystal Display (LCD).

360 results with time & dute stump.

14-day or 30-duy uveruying.

3 - 5 minutes ufter last user action.
2'x3.9"x0.5".

1.6 oz (with battery).

50°F-104°F (10°C-40°C), 20% - 80% relutive humidity.
10,000 ft. (3,048 meters).

my/dL.
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Warnings, Precautions & Limitations

e You muy yet test results higher thun your actudl glucose level
if faking PAM (1-Methylpyridine-6-carbuldehyde oxime). Tuking
unnecessary measures to lower your blood glucose level may induce
severe low blood yglucose symptoms such as comu,

¢ Never muke sighificant changes to your didubetes control program
or ighore physicul symptoms without consulting with your heulthcure
professional,

e Pdtients undergoing oxygen therapy muay yield false results.

e Hepurin sumples of blood may be used. Do hot use other
preservutives.

e Do hot grusp the meter neuar the test strip port. A built-in
thermosensor used to minimize meusurement errors is installed just
inside the port. If you hold this ared, it will be warmed by your fingers,
which will adversely affect test results.

e Severe dehydrution (excessive wuter loss) muy cause fulse low
results. If you believe you are suffering from dehydration, consult your
heulthcuare professional right away,
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e Extremes in hemautocrit may uffect test results. Hematocrit levels
less than 30% mMay cause fdlsely high reudings. Hematocrit levels
greuter thun 54% muy cause falsely low reudinys.

¢ Inaccurate results may occur in severely hypotensive individuuls
or putients in shock. Inaccurate low results may occur for individuals
experiencing u hyperglycemic-hyperosmolar state, with or without
ketosis. Criticdlly ill putients should not be tested with blood ylucose
Mmeters.

e Triglycerides up to 3,000 my/dL do not significuntly uffect test results.
However, glucose vdlues in specimens beyond this friglycerides level
should be infterpreted with caution.

¢ Normul endoygenous (within body) natural levels of uric ucid,
uscorbute (vitumin C), bilirubin, triglycerides, und hemoglobin do hot
interfere with your blood glucose results obtuined.

e Externully tauken druys L-dopu, dopumine, methyl-dopy,
acetaminophen, and ibuprofen will not interfere with
ReliOn® Confirm blood glucose results when taken at therapeutic
conhcentrutions.
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¢ The ReliON® Confirm Blood Glucose Monitoring System is not
desighed to be u substitute for pathology luboratory equipment and
should hot be used for the diagnosis of diabetes.

e Use only fresh capillary blood. Do hot use serum or plasma or venous
whole blood.

¢ Do not use the ReliON® Confirm Blood Glucose Monitoring System
to test heonutes. It hus not been validated for heonatdl use.

o Alwuays insert the test strip into the Meter first, then prick the finger.
Not doing so may result in an“E-6" uppedaring on the display or u test
result that is higher than the actual value.

e Do not use ut dltitudes higher than 10,000 ft (3,048 m).
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Warranty

You dre a vulued ReliOn® customer. It is important to us that you are
completely sutisfied with your ReliOn® Confirm blood ylucose meter.

ReliOn® warrants your ReliOn® Confirm blood yglucose meter will be free
from defects in mauteriuls und workmanship for u period of five yeurs
from the dute of the originul purchuse. If during this time the meter does
not work properly becduuse of u defect in muteridls or workmanship,
ARKRAY ugrees 1o replace or repuir, free of charge any and dll parts
proven to be defective und subject to warranty.

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

This warranty does hot upply to the performance of the ReliON® Confirm
blood glucose meter that hus been dumaged by uccident or has been
dltered, misused, tampered with, or abused in any way. This warranty only
upplies to the origindl purchuser of the Mmeter und/or its ugents.
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Returns

You must contact ReliOn® Customer Service at 800.631.0076 before
returning your meter. You will be instructed how to return the meter
to ARKRAY. Returned meters without this authorization will not be
uccepted.

ARKRAY USA, Inc.

Minneapolis, MN 55439 USA
TEL 800.566.8558

FAX 952.646.3110
www.arkrayusa.com

P/N 1857-00
©2008 ARKRAY, Inc. Rev 7/09

74



