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CONTOUR® NEXT ONE Glucose Meter

INTRODUCTION

This Blood Glucose Meter is provided by Remote
Care Partners (RCP) for use exclusively with the
health monitoring program from your provider.

CAUTION: Your Contour
next ONE meter works
ONLY with Contour next

test strips and Contour
next control solution

Please read this manual carefully and keep it
handy for future reference.
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NOTES ON SAFETY

Please read this section carefully to familiarize
yourself with the features and operations before
using the unit.

1.

V1.0

Do not allow other people to use your blood
glucose meter. The meter is specifically
assigned to you and you only. Allowing
other people to use your meter can mislead
your provider.

All parts of the kit are considered
biohazardous and can potentially transmit
infectious diseases, even after cleaning and
disinfected all parts.

Do not place the device in liquid or put it
where it could fall into the liquid.

Use of this device is only for the intended
use described in this manual.

Only use CONTOUR® NEXT testing strips
supplied by RCP.

Do not allow the device to contact
surfaces that are too hot to touch.

Do not use the device where aerosol sprays
are in use.

Do not use the device if it is not working
correctly orif it is damaged.

Read the entire manual before using the
product to test your blood glucose.
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CONTOUR® NEXT ONE Glucose Meter

QUICKSTART

Prepare: Wash your hands with soap and water. Dry
thoroughly.

Gather supplies: Lancing device, lancet, tissue (for
blotting blood from your finger after the puncture).

Prepare the lancing device: Unscrew the cap, push
the lancet firmly into the device, remove the rounded
end of the lancet by turning (save this piece), screw
the cap back on, and adjust the puncture depth
(usually 3).

Prepare the meter: Insert a test strip intfo the meter.

\ ' Grey Square End:

Insert this end into the test strip port
Sample Tip:
Blood sample pulled in here

Push the strip info the meter until it stops, and the
meter beeps.

Perform the test: Place the lancet device on the
finger you wish to use and press the release button.
Place a drop of blood into the absorbent hole of the
test strip. Use a tissue to absorb any extra blood from
your finger. The reading will display in the LCD window
within 5 seconds.

Cleanup up: Unscrew the lancet device cap, eject
the lancet into a sharps container or stab the lancet
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into the rounded end piece that was saved. Pull out
the testing strip from the meter and throw it away.

INTENDED USE

The Contour®Next ONE blood glucose monitoring
system is infended to be used for the quantitative
measurement of glucose in fresh capillary whole
blood drawn from the fingertips. The Contour next
ONE blood glucose monitoring system is intended to
be used by a single person and should not be shared.
The Contour next ONE blood glucose monitoring
system is intended for self-testing outside the body (in
vitro diagnostic use) by people with diabetes at
home as an aid in monitoring the effectiveness of a
diabetes control program.

The Contour next ONE blood glucose monitoring
system should not be used for the diagnosis of or
screening for diabetes or for neonatal use. The
Contour®Next test strips are for use with the
Contour®Next ONE blood glucose meter to
quantitatively measure glucose in fresh capillary
whole blood drawn from the fingertips or palm.

The system is intended for in vitro diagnostic use only.

HOW IT WORKS

The test is based on the measurement of electrical
current generated by the reaction of glucose with the
reagent of the strip. The meter measures the current
and displays the corresponding blood glucose level.
The strength of the current produced by the reaction
depends on the amount of glucose in the blood
sample.
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CONTOUR® NEXT ONE Glucose Meter

CONTENTS OF YOUR KIT

= A Meter

» Storage Bag

= Lancing Device

» Sterile lancet (Optional)

NOTES:

» The Lancing Device can be used several
times; however, the lancet must be
changed after each use.

= Sterile lancets are not included in the
standard kit
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PRODUCT OVERVIEW

The Blood Glucose Meter

Up Button
* Press to scroll up
* Press and hold to
keep scrolling

OK Button

*Press and hold
to turn the meter
On or Off

* Press to accept
a selection

(Test Strip Portw (Down Button w

* Press to scroll down
*Press and hold to
keep scrolling

Up/Down Scroll Buttons
Using the Meter Buttons
Press and hold the OK button until the meter turns On.

Press and hold the OK button until the meter turns Off.
The a or v buttons on the meter allow you to scroll
through the options. You can hold the a or v button
to scroll continuously through a list.

Press the OK button to accept a selection.

To exit from the Logbook or the last Settings screen
and return to Home, press the OK button.

NOTE: The meter screen dims after 30 seconds of
inactivity. Press any button to bring up the screen.
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CONTOUR® NEXT ONE Glucose Meter

Your Contour next ONE meter Screen

Test Result in Target  Time

Meal
Marker

Test Strip Port Date

m What the Symbol Means

Blood sugar test result is in Target Range.
Blood sugar test result is above 600 mg/dL.
Blood sugar test result is below 20 mg/dL.
Blood sugar test result is above Target Range.
Blood sugar test result is below Target Range.
Logbook entry.

Meter Settings.

ﬁuﬂ“'ﬂﬂﬂ@xﬂﬁmngg

PAGE 10

No marker selected.

A Target Range or Target setting.
Meter is ready to test.

Add more blood to strip.

Control solution result.

Bluetooth® symbol: indicates the Bluetooth setting is On;
the meter can communicate with a mobile device.

Indicates low batteries.
Indicates dead batteries.

Indicates a meter error.
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Your Contour Next test strip

Grey Square )
_ Insert this end into the test strip
Sample Tip: )
Blood sample pulled in

Initial Setup from the Meter

OK Buttion

Press and hold the OK button for 2 seconds until the
meter turns on. The screen displays the Power On Self

Test.

dL &* O[]
et K4 05:80m Vg

All symbols on the screen and the white strip port
briefly light up. It is very important to verify that 8.8.8
displays fully and that the white light from the test strip
port is visible.

If there are missing characters or if the strip portlight is
a color other than white, contact RCP Customer
Support at 855-477-7000. This may affect the way you
see your results.
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CONTOUR® NEXT ONE Glucose Meter

View Pre-Set Target
The meter displays a pre-set Overall Target
Range.

To move to the next
screen, press the OK
button. Continue to Set

the Time.

Set the Time

S The hour is blinking

To change the hour, press the a or v button on
the outerring.

A
Quter Ring
v

To set the hour and
move to minutes,
press the OK button

9:08em *
icH

To change the
scili U inutes, press the a or
ie H v button on the outer
ring, then press the OK button. For a 12-hour
format, select AM or PM, press the a or v button,
then press the OK button.
Continue to Set the Date
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Set the Date
The year is blinking

1. To change the year, press the aor Ybutton, then
press the OK button.

&

mid ic/ 11/

2. To change the month, press the A or vbutton, then
press the OK button.

3. To change the day, press the aor v button, then
press the OK button.

The meter briefly displays your saved settings, then

beeps and turns OFF.

mg /dL @*
8:00m

i/ /15

Setup is complete. You are ready to test your blood.
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CONTOUR® NEXT ONE Glucose Meter

GETTING READY TO TEST

Ensure that you have the materials you need before
you begin testing:
e Contour next ONE meter.
e Contour next test strips.
¢ Lancing device and lancets from your kit, if
provided.

1. Remove the endcap from the lancing device.

2. Loosen the round
protective cap on a
lancet by rotating the cap
Vs turn, but do not remove
the cap.

3. Insert the lancet
firmly info the lancing
device until the lancet
comes to a complete
stop.

4, Twist off the round
protective lancet cap.
Save the cap for
disposing of the used
lancet.
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5. Replace the
endcap.

6. Rotate the endcap
dial to adjust the puncture
depth.

The amount of pressure
applied to the puncture
site also affects puncture
depfth.
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CONTOUR® NEXT ONE Glucose Meter

Insert a test strip into the meter

1. With clean, dry hands, remove

a single test strip from its vial. Do

not bend, cut, or modify the test

strips in any way.

2. Tightly close the bottle lid

immediately after you have

Q@. ¥~ removed the fest strip.

“jo-. S 3. Hold the test strip with the gray

o TR A square end face toward the meter.
4. Insert the grey square end firmly into the

test strip port until the meter beeps.

The screen displays
the blinking blood
{0: Mam drop indicating it is
L /cb/ 15 ready to test a
blood drop.

NOTE: After you insert the test strip, apply blood to the
test strip within 3 minutes, or the meter turns off. To
restart the test, remove the test strip and reinsert it into
the meter.
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Get the Blood Drop: Fingertip Testing
/) 1. Press the lancing device
¥ A firmly against the puncture
site and press the release
button.
2. Stroke your hand and
figure toward the puncture

b S to form a drop of blood. Do
i g not squeeze around the
/.’ \m=__)  puncture site.
( \ 3. Testimmediately after
T you have formed a small,

round blood drop, as shown.

4. Immediately fouch the

e tip of the test strip to the
drop of blood. The blood is

7 ‘ drawn into the test strip

through the tip.

5. Hold the tip of the test
strip in the blood drop until
the meter beeps.

CAUTION: Do not press the
test strip's tip against the skin
or place the blood on top of
the test strip. These actions
could lead to inaccurate
results or errors.
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CONTOUR® NEXT ONE Glucose Meter

Apply More Blood

1. If the meter beeps
twice and the screen
displays a blinking
blood drop, the test
strip does not have
enough blood.

E 2. Apply more blood

43

to the test strip within
60 seconds.

3. If the screen displays an E1 error message,
remove the strip and start with a new strip.

Eject and Dispose of the Used Lancet

Do not use your fingers to remove the lancet
from the lancing device.

The lancing device usually provided with your kit
has an automatic lancet ejection feature.

PAGE 18 REMOTE CARE PARTNERS V1.0



USER GUIDE

UNDERSTANDING THE RESULTS
LO or HI Results

= mg /dL

b Pl o

LU s
If the meter beeps twice and displays the LO screen,
your blood sugar reading is under 20 mg/dL. Follow
medical advice immediately. Contact your health

care professional.

mg /dL
.

H I {0° (Ham

1 /267 15
If the meter beeps once and displays the Hl screen,
your blood sugar reading is over 600 mg/dL:
1. Wash and dry your hands well.

2. Retest with a new strip.
If results are still over 600 mg/dL, follow medical
advice immediately.

Reference value;

Time of day People without
diabetes

Before breakfast <100 mg/dL

(fasting)

Two hours after mealsi<140 mg/dL

Source: American Diabetes Association.
Standards of Medical Care in Diabetes-
2012.Diabetes Care 2012,35 (Suppl.1)S11-S63.
Please work with your doctor to determine a
target range that works best for you.
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CONTOUR® NEXT ONE Glucose Meter

CARE AND STORAGE

Caring for your meter:

- Store the meter in the carrying case provided
whenever possible.

- Wash and dry hands well before handling to keep
the meter and test strips free of water, oils, and
other contaminants.

- Handle the meter carefully to avoid damaging the
electronics or causing other malfunctions.

« Avoid exposing your meter and test strips to
excessive humidity, heat, cold, dust, or dirt.

- Clean and disinfect your meter as recommended
in the next section.

The cleaning and disinfecting directions should
not cause any damage or degradation to the
external case, buttons, or display. Your Contour
next ONE meter has been tested for 260 cycles
of cleaning and disinfection (equivalent to one
cycle per week for five years). This device has
been demonstrated to withstand five years of
cleaning and disinfection without damage. If
your device malfunctions for any reason or you
notice any changes in the external meter case
or display, call RCP Customer Care Customer
Service at 1-855-477-7000.for assistance.
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CLEANING AND DISINFECTION

Clean and disinfect your Contour next ONE
meter once a week. Use only Clorox Germicidal
Wipes containing 0.55% sodium hypochlorite
(bleach). The wipes are proven safe to use with
the Contour next ONE meter.

Clorox Germicidal Wipes are available for
purchase online at http://www.officedepot.com
or http://www.amazon.com.'

Cleaning involves the removal of visible dirt
and debris but does not reduce the risk for
transmission of infectious diseases.

Disinfecting (if performed properly)
reduces the risk of fransmitting infectious
diseases.

Evaluate your device after cleaning and
disinfection to ensure that the procedure does
not cloud the meter's face/display and does not
corrode or erode the plastic housing or buttons.

For more information

US Food and Drug Administration. The use of fingerstick
devices on more than one person poses a risk for
transmitting bloodborne pathogens:

initial communication. US Department of Health and
Human Services; updated 11/29/2010.
http://www.fda.gov/MedicalDevices/Safety/AlertsandNoti
ces/ ucm224025.htm

Centers for Disease Conftrol and Prevention. CDC clinical
reminder: use of fingerstick devices on more than one
person poses risk for transmitting bloodborne pathogens. US
Department of Health and Human Services; 8/23/2010.
http://www.cdc.gov/injectionsafety/Fingerstick-
DevicesBGM.himl
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CONTOUR® NEXT ONE Glucose Meter

Cleaning Your Meter
Supplies needed for cleaning:
Clorox Germicidal Wipes containing 0.55%
sodium hypochlorite (bleach).
Paper towels.

CAUTION: Do not allow cleaning solution to run into

the meter through open areas, such as around the
buttons or the meter’s test strip or data ports.

1. Carefully clean the meter with germicidal
wipes until all soil is removed.
2. Dry as necessary with a clean paper towel.
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Disinfecting Your Meter
Supplies needed for disinfecting:
Clorox Germicidal Wipes containing 0.55%
sodium hypochlorite (bleach).
Paper towels.
Timing device.
1. Before disinfecting, clean the meter as
described in Cleaning Your Meter.
2. Using a new germicidal wipe, carefully wipe
all outer surfaces of your meter until wet.
NOTE: For proper disinfection, you must keep all
meter surfaces wet for 60 seconds.
3. After wiping for 60 seconds, use a clean
paper fowel to dry the meter surfaces and the
test strip port.

Buttons Test Strip Port

Cleaning and Disinfecting Your Lancing Device

Refer to the lancing device insert provided with
your kit for detailed instructions for cleaning and
disinfecting the lancing device.
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CONTOUR® NEXT ONE Glucose Meter

BATTERIES

When the batteries are low, the Low Batteries
symbol displays on every screen.

Replace the batteries immediately. When you
see this symbol, you can only test about 10 more
times over the next 3 days before the batteries
are dead.

The meter operates
AT normally, displaying
i 126/ 19 the Low Batteries
symbol until you

replace the batteries.

— When you are no
_ longer able fo perform
a test due to low

batteries, the meter displays the Dead Batteries
screen. Replace the batteries immediately.
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Replace the Batteries.

g,

i

1. Before replacing
o your baftteries, turn
’ off your meter.
2. Turn the meter
over and slide the
back coverin the
direction of the
arrow. The battery holder comes out.
3. Remove both of the old batteries and
replace them with two 3-volt CR2032 or
DL2032 coin cell batteries.

NOTE: If you put the new batteries in the meter
within 5 minutes of taking the old batteries out,
the meter saves all your settings and results.
Always check the date and time after you
replace the batteries. If they are correct, other
settings and results are also saved.

4. Make sure the '+'
sign is facing down on
the new batteries.
= 5. Hold the battery
holder so that the
round end is on the
right.
6. Insert the edge of one battery into the
compartment's left side and press down on
the right side.

7. Press the other battery into the left
compartment,
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8. Slide the battery holder back into place.

9. Discard batteries according to your local
environmental regulations.

WARNING: Keep batteries away form children.

Many types of batteries are-poisonous. If swallowed,
immediately contact your poison control center.
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ERROR DETECTION DISPLAYS

The meter screen displays error codes (E plus a
number) for test result errors, strip errors, or system
errors. When an error occurs, the meter beeps 2
times and displays an error code. Press the OK

button to turn off the meter.

If you experience continued errors, contact RCP
Customer Care at 1-855-477-7000.

T I T

Strip Errors

E1

E2

E3

E 4

E6

E8

Too Little Blood
Used Test Strip

Strip Upside Down

Wrong Strip Inserted

Moisture Damaged Strip

Strip or Test Errors

Testing Errors

E20

E24

V1.0

Testing Error

Too Cold to Test Control
Solution

REMOTE CARE PARTNERS

Remove the strip. Repeat
the test with a new strip.
Remove the strip. Repeat
the test with a new strip.
Remove the strip and insert
it correctly.

Remove the strip. Repeat the
test with a CONTOUR NEXT
test strip.

Remove the strip. Repeat
the test with a new strip.
Repeat the test with a new
strip. If the error persists,
contact Customer Service.

Repeat the test with a new
strip. If the error persists,
contact Customer Service.
Move the meter, strip, and
control solution to a warmer
area. Test in 20 minutes.
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e T T

Too Hot to Test Control

L Solution
E27 Too Cold to Test
E28 Too Hot to Test

System Errors

Meter software or

H 1SS hardware malfunctioned

Move the meter, strip, and
control solution to a cooler
area. Test in 20 minutes.
Move the meter and strip to
a warmer area. Test in 20
minutes.

Move the meter and strip
to a cooler area. Test in 20
minutes.

Turn the meter off. Turn the
meter back on. If the error
persists, contact Customer
Service.

Speak to a Customer Service representative
before returning your meter for any reason.
Contact RCP Customer Care at 1-855-477-7000.
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CONTROL SOLUTION
Quality Control

Shake the control solution bottle
well, about 15 times before every use.

(( @)) . Unmixed control solution may
(Wsx | cause inaccurate results.

You should perform a control test when:

- Using your meter for the first time.

- You open a new bottle or package of test strips.

« You think your meter may not be working properly.

« You have repeated, unexpected blood sugar
results.

Level 1 and Level 2 control solutions are included
in the meter kit. You can test your Contour next
ONE meter with control solution when the
temperature is 59°F-95°F.

Always use Contour next control solutions. Other
brands could yield incorrect results.
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Control Solution Testing
1. Remove a Contour next test strip from the
bottle.
2. Tightly close the bottle lid immediately after
you remove the test strip.
3. Hold the test strip with the grey square end
facing up.

4.Insert the grey
square end of the test
strip into the test strip
port until the meter
beeps. The meter
turns on, displaying a
test strip with a
flashing blood drop.

a 10: Man
i /2B/ 15

CAUT|ONI Do not use control solution that is more

that 6 months past the date you first opened the bottle.

NOTE: If this is the first time you are opening the
control solution, write the date on the bottle

)) 5. Shake the control solution bottle
((Qgﬁx well, about 15 times before every use.

6. Remove the bottle cap and use a fissue to
wipe away any solution around the bottle tip
before dispensing a drop.
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7. Squeeze a small drop of solution onto a clean,
nonabsorbent surface.

CAUTION: Do not apply control solution to your

fingertip or to the test strip directly from the botftle.

8. Immediately
touch the tip of the
test strip to the drop
of conftrol solution.
9. Hold the tip
in the drop until the
meter beeps.
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CONTOUR® NEXT ONE Glucose Meter

The meter counts down for 5 seconds
before the conftrol test result displays on
the meter. The meter automatically marks
the result as a control test. Conftrol test
results are not included in your meter
Logbook or blood sugar averages.

mg /dL
i'—'ﬂ 10 M
i { 126/ 15

10. Compare your control test result with the
range printed on the test strip bottle or on the
bottom of the test strip box.

11. Remove the test strip and dispose of as
medical waste.

If your result does not fall within the range listed
on the test strip bottle label or carton, there may
be a problem with the test strips, the meter, or
your testing technique.

If your control test result is out of range, do not
use your Contour next ONE meter for blood sugar
testing until you resolve the issue. Contact RCP
Customer Care at 1-855-477-7000.
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LOGBOOK

The Logbook contains blood sugar test results. The
Logbook holds up fo 800 results. When the Logbook
reaches the maximum, the oldest test result will be
removed as a new testis completed and saved to
the Logbook.

Review the Logbook

NOTE: To return to the Home screen while viewing

the Logbook, press the OK button. To review

enftries in the Logbook:

1. Press and hold the OK button until the meter turns
on, about 2 seconds. The Logbook [ is blinking.

) g 2. To select the
blinking Logbook T symbol,
press the OK button.
3. To view your individual test results, press the v

button.

, ggéfa't (17— To scroll through
I I /18715 your test results, press the a
or v button. To scroll faster,

press and hold the aor v. If you scroll past the
oldest entry, the meter displays the End screen. If

iy You see a LO or HI test
more information.
5. To go back to the beginning to review enfries,

press the OK button to go to the Home screen,
then select the Logbook ld symbol.
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CONTOUR® NEXT ONE Glucose Meter

SETTINGS

In Settings you can:
Please note: the correct date/time is already set on
your meter.

e Change the time format.

e Change the time.
¢ Change the date format.
¢ Change the date.

You must accept or change each setting with the OK
button before moving to the next one.

Access Settings

1. Press and hold the OK button until the meter turns
on.

OK Button

The Home screen has 2 options: Logbook B and
Settings £}

[ 2. ToHighlight the
IEI:P I'?? {9 Settings symbol, press the
v button.

3. When the Settings symbol is blinking, press the OK
button to enter Settings.
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Change the Time

The time format is blinking.
1. To change the time format, if needed, press
the a or v button, then press the OK button.

T : B

Time Format
2. To change the

button, then press the OK
Rl button.
ic H 3. To change the

The minutes are blinking. minutes, press the a orv

button, then press the OK
IcH 4, For a 12-hour time

format, select AM or PM, as
needed, then press the OK button.
Change the Date

If your meter is not ON:
1. Press and hold the OK button until the meter turns
on. The Home screen has 2 options: Logbook B

80| g and Sefttings 23]
M AM . .
R 2. To Highlight the

Settings symbol ke, press

the v button.
3. When the Settings symbol is blinking, press the OK
button to enter Settings.
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4. Continue to press the OK button until you set the
Date Form Screen.

A #*
v - 12/ 1115

Date Format
The date format (m/d or d.m) is blinking.

5. To select Month/Day/Year (m/d) or
Day.Month.Year (d.m), press the aor v. button,
then press the OK button.

6. To change the

'y year (blinking), press
mid 1o/ 11119 the aor v. button, then

press the OK button.

mid e/ s month (blinking), press

the aor v. button, then

press the OK button.
$*
i e/ 11415 8. Tochange the
day (blinking), press
the aor v. button, then press the OK button about
2 seconds. The Logbook [ is blinking.
g . To select the
RN |iinking Logbook T symbol,
press the OK button.
2. To view your individual test results, press the v

button.

i Vis
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TECHNICAL INFORMATION: USER

ACCURACY

The Contour next ONE blood glucose monitoring
system was tested by 372 lay users using capillary
blood samples and three Contour next test strip
lots. The results were compared to the YSI
Glucose Analyzer laboratory reference method,
traceable to the CDC hexokinase method. The

following accuracy results were obtained.
Table 1: System accuracy results for glucose concentration
<75 mg/dL

Difference range in values
between YSI laboratory

reference method and
CONTOUR NEXT ONE meter

Number (and percent) of samples 14 of 17 16 of 17 17 of 17
within specified range (82.4%) (94.1%) (100%)

Table 2: System intermediate precision results for
Contour next ONE meter using Contour next test strips

Difference range in values

between YSI laboratory Within Within Within
reference method and + 5% + 10% + 15%
CONTOUR NEXT ONE meter
Number (and percent) of samples | 288 of 355 | 342 of 355 | 354 of 355
within specified range (81.1%) (96.3%) (99.7%)

Table 3: System accuracy results for glucose
concentrations between 32.2 mg/dL and 458 mg/dL

Within £ 15 mg/dL or + 15%

371 of 372 (99.7%)

V1.0 REMOTE CARE PARTNERS PAGE 37



CONTOUR® NEXT ONE Glucose Meter

TECHNICAL INFORMATION: PRECISION

A measurement repeatability study was
conducted with the Contour Next ONE blood
glucose monitoring system using 5 venous whole
blood specimens with glucose levels from 43
mg/dL to 333 mg/dL. With each blood specimen,
each of 3 lots of Contour Next test strips was
tested 10 times on each of 10 instruments for a
total of 300 readings. The following precision
results were obtained.

Table 1: System repeatability results for Contour Next ONE
meter using Contour Next test strips

Pooled

Standard 95% CIl of SD, Coefficient of
Deviation, mg/dL Variation, %
mg/dL
43.7 0.9 0.83-0.98 241
776 1.2 1.14-1.35 1.6
129.3 1.8 1.62-1.92 14
205.3 2.9 2.65-3.13 1.4
331.7 3.9 3.63-4.29 1.2
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Intermediate measurement precision (which
includes variability across multiple days) was
evaluated using control solutions at 3 glucose
levels. With each control solution, each of 3 lots
of Contour Next test strips was tested once on
each of 10 instruments on 10 separate days for a
total of 300 readings. The following precision
results were obtained.

Table 2: System intermediate precision results for Contour
Next ONE meter using Contour Next test strips
Pooled

Standard | 95%Clofsp, | Coeffictent
mg/dL | Deviation, mg/dL Variation, %
mg/dL
1 42.0 0.6 0.55-0.65 1.4
2 123.6 1.5 1.38-1.63 1.2
& 363.1 54 4.97-5.89 1.5
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SYMPTOMS OF HIGH OR LOW BLOOD

GLUCOSE

You can better understand your test results by
being aware of high or low blood glucose
symptoms. According to the American Diabetes
Association (www.diabetes.org), some of the
most common symptoms are:

Low blood glucose (Hypoglycemia):

« shakiness + passing out

- sweating . seizure

- fast heartbeat - irritability

. blurred vision - extreme hunger
- confusion . dizziness

High blood glucose (Hyperglycemia):

- frequent urination - increased fatigue
- excessive thirst - hunger

+ blurred vision

Ketones (Ketoacidosis):

« shortness of breath « very dry mouth
« nausea or vomiting

+ blurred vision

WARNING: If you are experiencing any of these
symptoms, test y our blood sugar. If you test result is

under 50 mg/dL or above 250 mg/dL, contact your
health care professional immediately.
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SPECIFICATIONS

Test Sample: Capillary whole blood only

Test Result: Referenced to plasma/serum glucose
Sample Volume: 0.6 uL

Measuring Range: 20 mg/dL-600 mg/dL of
glucose in blood

Countdown Time: 5 seconds

Memory: Stores most recent 800 test results
Battery Type: Two 3-volt CR2032 or DL2032 coin
cell batteries, 225 mAh capacity

Battery Life: Approximately 1000 tests (1 yr.
average use, 3 tests per day)

Meter Operating Temperature Range: 41°F-113°F
Control Testing Temperature Range: 59°F-95°F
Meter Operating Humidity Range: 10% RH-93% RH
Test Strip Storage Conditions: 41°F-86°F, 10%-80%
Relative Humidity (RH)

Dimensions: 97 mm (L) x 28 mm (W) x 14.9 mm (H)
Weight: 36 grams

Meter Life: 5 years

Sound Output: 45 dB(A)-85 dB(A) at a distance of
10cm

Radio Frequency Technology: Bluetooth Smart
Radio Frequency Band: 2.4 GHz—2.483 GHz
Maximum Radio Transmitter Power: 1 mW
Modulation: Gaussian Frequency Shift Keying
(GFSK)

Electromagnetic Compatibility (EMC): The
Contour Next ONEmeter complies with the
electromagnetic requirements specified in
IEC 60601-1-2 Edition 4.0. Electromagnetic
emissions are low and unlikely to interfere with
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other nearby electronic equipment, nor are
emissions from nearby electronic equipment
likely to interfere with the Contour Next ONE
meter.

SYMBOLS USED

The following symbols are used throughout the
product labeling for the Contour Next ONE blood
glucose monitoring system (meter packaging
and labeling, and reagent and control solution
packaging and labeling).

| Symbol | What it Means |

Batch Code

Control Discard Date

[:E_] Consult instructions for use

In Vitro Diagnostic Medical Device

Confrol Solution - Level 1, Level 2

«®)  Shake 15 fimes

Principles of the Procedure: The Contour Next ONE
blood glucose test is based on measurement of
electrical current caused by the reaction of the
glucose with the reagents on the electrode of
the test strip. The blood sample is drawn into the
tip of the test strip through capillary action.
Glucose in the sample reacts with FAD glucose
dehydrogenase (FAD-GDH) and the mediator.
Electrons are generated, producing a current
that is proportional to the glucose in the sample.
After the reaction time, the glucose
concentration in the sample is displayed. No
calculation by the user is required.
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Comparison Options: The Contour next ONE
system is designed for use with capillary whole
blood. Comparison with a laboratory method
must be done simultaneously with aliquots of the
same sample.

NOTE: Glucose concentrations drop rapidly due
to glycolysis

(approximately 5%—-7% per hour).’
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WARRANTY

Manufacturer's Warranty: Ascensia Diabetes
Care warrants to the original purchaser that this
instrument will be free from defects in materials
and workmanship for 5 years from the date of
original purchase (except as noted below).
During the stated 5-year period, Ascensia
Diabetes Care shall, at no charge, replace a unit
found to be defective with an equivalent or
current version of the owner's model. Limitations
of Warranty: This warranty is subject to the
following exceptions and limitations:

1. A 90-day warranty only will be extended for
consumable parts and/ or accessories.

2. This warranty is limited to replacement due to
defects in parts or workmanship. Ascensia
Diabetes Care shall not be required to
replace any units that malfunction or are
damaged due to abuse, accidents,
alteration, misuse, neglect, maintenance by
someone other than Ascensia Diabetes Care,
or failure to operate the instrument in
accordance with instructions. Further,
Ascensia Diabetes Care assumes no liability
for malfunction of or damage to Ascensia
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7.

8.

Diabetes Care instruments caused by the use
of test strips or control solution other than the
appropriate products recommended by
Ascensia Diabetes Care (i.e., Contour Next test
strips and Contour Next cONtrol solutions.)
Ascensia Diabetes Care reserves the right to
make changes in the design of this instrument
without obligation to incorporate such
changes into previously manufactured
instruments.

Ascensia Diabetes Care has no knowledge of
the performance of the Contour next ONE
blood glucose meter when used with any test
strips other than Contour next test strips, and
therefore does not warrant the performance
of the Contour next ONE meter when used
with any test strips other than Contour next
test strips or when the Contour next test strip is
altered or modified in any manner.

Ascensia Diabetes Care makes no warranty
regarding the performance of the Contour Next
ONE meter or test results when used with any
control solution other than Contour Next control
solution.

Ascensia Diabetes Care makes no warranty
regarding the performance of the Contour Next
ONE meter or test results when used with any
software other than the Contour Diabetes QPP
(where supported) or the Giucotacts Deluxe
diabetes management software (where
supported) from Ascensia Diabetes Care.
ASCENSIA DIABETES CARE MAKES NO OTHER
EXPRESS

WARRANTY FOR THIS PRODUCT. THE OPTION
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9.

OF REPLACEMENT, DESCRIBED ABOVE, IS THE
ONLY OBLIGATION OF ASCENSIA DIABETES
CARE UNDER THIS WARRANTY.

IN NO EVENT SHALL ASCENSIA DIABETES CARE
BE LIABLE

10.FOR INDIRECT, SPECIAL OR CONSEQUENTIAL

11

DAMAGES, EVEN IF ASCENSIA DIABETES CARE
HAS BEEN ADVISED OF THE POSSIBILITY OF
SUCH DAMAGES.

.Some States do not allow the exclusion or

limitation of incidental or consequential
damages, so the above limitation or exclusion
may not apply to you. This warranty gives you
specific legal rights and you may also have
other rights which vary from State to State.

12.For warranty service: Purchaser must contact

Ascensia Diabetes Care Customer Service for
assistance and/or instructions for obtaining
service of this instrument.
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CONTACT INFORMATION AND NOTICES

Remote Care Partners
855-477-7000
www.remotecarepartners.com

FCC Compliance Statement

This equipment has been tested and found to
comply with the limits for a Class B digital device,
pursuant to Part 15 of the FCC Rules. These limits
are designed to provide reasonable protection
against harmful interference in a residential
installation.

This equipment generates, uses, and can radiate
radio frequency energy and, if not installed and
used in accordance with the instructions, may
cause harmful interference to radio
communications.

However, there is no guarantee that interference
will not occur in a particular installation. If this
equipment does cause harmful interference to
radio or television reception, which can be
determined by turning the equipment off and on,
the user is encouraged to try to correct the
interference by one or more of the following
measures:
e Reorient or relocate the receiving
antenna.
e Increase the separation between the
equipment and the receiver.
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e Connect the equipment intfo an outlet
different from that to which the receiver is
connected.

e Consult the dealer or an experienced
radio/TV technician for help.
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