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a Summary, Results Log and Trend 90

1. From the Main Menu, press (~)
or (V) to highlight Results Log

and press

Up to four results are displayed on
the screen, starting with the most
recent.

2. Press () or (~) to move
through the list of results

NOTE: If aresultis part of a
Pattern, the Pattern icon will be
displayed for that result instead of
any tags that result may have.
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Summary, Results Log and Trend 90 a

3. Highlight a result with an icon
and press (ox)

The result screen will be displayed
along with the date and time the
result was taken and any tag,
Pattern or Range Indicator icons.
If you are uncertain whether the
result you are viewing is your most
current result, view the date and
time on the screen.

If the result is part of a Pattern,
indicated by &=, pressing (o) again
will display the results that led to
the Pattern. See page 64 for

more information about Patterns.
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a Summary, Results Log and Trend 90

Viewing the Trend 90

The OneTouch Verio Reflect® Meter averages results over the
past 90 days to provide a view of the overall trend of blood
glucose results. There must be at least 90 days of results
stored in the meter for the first 90-day average to appear.

A point will be graphed on the screen to represent the first
90-day average. After the first 90-day average a new point is
displayed every 14 days.

NOTE:
« Basic Mode must be turned off to use the Trend 90
feature. (See page 93.)

+ The Trend 90 is an average of blood glucose results.
Always use your current result for immediate treatment
decisions.

1. From the Main Menu, press (~)
or () to highlight Trend 90 and 02 May L

press C} Summary
E Results Log

ﬁ Settings
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Summary, Results Log and Trend 90 a

The current 90-day average will be displayed as a blood
glucose value with the unit of measure. Each point on the
graph represents a 90-day average automatically generated
every 14 days. You can track your Trend 90 visually by
following the path of points along the graph.

Trend 90

Current
Avg.

mmol/L

Example

1 | Current 90-day average

2 | Newest average point

3 | 90 Day Average Target setin
the meter

4 | Oldest average point

2. Press (<) to return to the Main Menu
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Syncing your meter

Connecting to a compatible wireless
device

Turning the BLUETOOTH?® feature on or off

In order to connect your meter with your compatible
wireless device, the BLUETOOTH® feature will need to be
turned on. The GB symbol will appear on the meter screen
when the BLUETOOTH?® feature is on. When the GB symbolis
not present on the screen the BLUETOOTH® feature is off.

1. Start by turning your meter on using the (o«) button

Wait for the Main Menu to appear, then press (~) or () to
highlight Settings and press

2. On the Settings Menu, highlight
Bluetooth and press

Settings

Time/Date
Language
Range/90d
Features
Messages

80



Syncing your meter

A‘/ notes if BLUETOOTH® is Bluetooth

currently set to On or Off. _

v Off

Turn On to connect

with the OneTouch

Reveal mobile app.
OneTouch 4444.

3. Press (~) or (v) to highlight On or Off and press

NOTE: The BLUETOOTH® feature will turn OFF during a
blood glucose test.

Pairing overview

Pairing allows your OneTouch Verio Reflect® Meter to
communicate with compatible wireless devices. The devices
must be within 8 metres of each other to pair and sync.
Download the OneTouch Reveal® Mobile App from the

App Store or on Google Play before pairing your meter and
compatible wireless device.

# Download on the A\, GET ITON
[ ¢ App Store }/’ Google Play
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Syncing your meter

Apple and the Apple logo are trademarks of Apple Inc.,
registered in the U.S. and other countries. App Store is a
service mark of Apple Inc., registered in the U.S. and other
countries.

Google Play and the Google Play logo are trademarks of
Google LLC.

NOTE: Some diabetes management apps, including the
OneTouch Reveal® Mobile App, may not be available in
your country. Visit www.myOneTouch.co.uk to learn if the
OneTouch Reveal® Mobile App is available in your country.

Multiple OneTouch Verio Reflect® Meters can be paired
with your compatible wireless device. For example, your
compatible wireless device can be paired with a meter at
home and another at work. To pair multiple meters, repeat
the pairing instructions for each meter. See page 83 for
pairing instructions.
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Syncing your meter

Your OneTouch Verio Reflect® Meter can be paired with
multiple compatible wireless devices. To pair multiple
compatible wireless devices, repeat the pairing instructions
for each compatible wireless device.

Pairing instructions

The BLUETOOTH® feature must be turned on in order to pair
the meter with the app. See page 80.

1. Open the OneTouch Reveal® Mobile App and follow
instructions to pair the meter with your compatible
wireless device

2. Look for "OneTouch" and the last Take Note
4 characters of the meter serial
number on the compatible wireless ° N#W Umhe l

. . . . nelouc evea
device display to correctly identify mobile app and select
your meter OneTouch 4444

The meter screen will display the

pairing info to look for on your . OK
compatible wireless device.

Example
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Syncing your meter

3. When prompted by the Bluetooth PIN
OneTouch Reveal® Mobile App,
the meter will display a six digit

PIN number 453201

Example PIN

Enter the PIN number into your compatible wireless device
using the keypad.

/\CAUTION:

Make sure the PIN you enter on your compatible wireless
device matches the PIN on your meter display. If a PIN
number unexpectedly appears on your meter display, cancel
the PIN request by either inserting a test strip to take a test or
press the (o) button to cancel.

4. Wait for your compatible wireless device to indicate
that it is paired with your meter

Sending your results to the app

If the BLUETOOTH® feature on the meter is turned on,
indicated by the BLUETOOTH® symbol (£3), the meter will
automatically send your results to any paired compatible
wireless device.
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Syncing your meter

The Sync symbol (§D) flashes on the meter display. After
syncing, the Sync symbol will disappear and the app will
display a list of any new results sent from the meter. You can
then share your results with your caregiver or healthcare
professional.

/\CAUTION:

Always use the current result on your meter for immediate
treatment decisions.

NOTE: The compatible wireless device must have the app
open and have already been paired to the meter before
sending a result. See page 81.

NOTE: If the BLUETOOTH® feature on the meter is turned
off, or the meter is out of range, the result is not sent to

the compatible wireless device. The result is saved in the
meter memory with the current date and time, and will be
sent to the app the next time you sync. The sent results are
also stored in the meter. To sync, the app must be open and
running on your compatible wireless device.

To ensure that glucose test results are successfully sent to
the app, turn on the BLUETOOTH® feature and check the
following:

» The compatible wireless device and meter are both
turned on, and the app is running.
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Syncing your meter

» The meter is correctly paired with your compatible
wireless device.

 The BLUETOOTH® feature on both devices is running
(indicated by £3) and the devices are within 8 metres of
each other.

+ The meter will attempt to transmit results up to 4 hours
after a test, even if the meter appears to be off.

If you are still unable to send results to the compatible
wireless device, try un-pairing and re-pairing with the
device, moving the meter and compatible wireless device
closer together, or relocating them from possible sources of
interference. If you continue to have difficulties, please call
Customer Care. Contact information for Customer Care is
listed at the end of this Owner's Booklet. Please address any
app issues to the app customer care department.

NOTE:

« Inserting a test strip during the transmission will cancel
the transfer of all results. The Apply Blood screen
appears and you can proceed with testing.

 Keep your meter in your care to avoid inaccurate results
from being sent to your compatible wireless device.

86



Syncing your meter

Downloading results to a computer

Your meter can work with diabetes management software,
which provides a visual way to track key factors that

affect your blood sugar. To learn more about diabetes
management tools available to you, contact Customer Care.
Contact information for Customer Care is listed at the end of
this Owner's Booklet.

Connect only to a computer certified to UL 60950-1 (@).

To transfer meter data, follow the instructions provided with
the diabetes management software product to download
the results from the meter. You will need a standard micro
USB interface cable to connect your OneTouch Verio
Reflect® Meter to a computer to download results (not
included).

Once the command to start the
download is sent from the computer
to the meter, the Cable Connected
screen will appear, indicating that the
meter is in communication mode.

Do Not insert a test strip while the
meter is connected to a computer.

If you are unable to download your
results to a computer, please call
Customer Care.
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B Adjusting meter settings

Settings Menu overview

After first time setup, you can use the Settings Menu to
adjust the meter settings and access additional features.

Time/Date Set the time and date
Language Set the language displayed on screens
Range/90d + Set Before Meal limits
o Set After Meal limits
+ Set the 90 Day Average Target
Features o Turn Basic Mode on or off
o Turn Test Tracker on or off
« Set Daily Test Goal
« Set Range Indicator icon to emoji or text
Messages + Turn Pattern Messages on or off
+ Turn Mentor Tips on or off
o Turn Awards on or off
Bluetooth Turn the BLUETOOTH?® feature on or off
Control Test Initiate a control solution test
Meter Info View meter serial number, software version
and last sub-error code

NOTE: For information on Bluetooth, see page 9. For
information on Control Test, see page 53.
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Adjusting meter settings B

Navigating to the Settings Menu

From the Main Menu, press (~)
or (V) to highlight Settings and pedlilar) Bl
press C) Summary

The Settings Menu is displayed. %8 Results Log

@ Trend 90

Adjusting the time and date

You can change the time and date setting whenever
needed, such as during travel.

NOTE: Adjusting this setting to a time and date prior to your
last blood glucose or control solution test will cause the
Results Log to appear out of sequence. The Results Log will
display results in the order in which they were taken.
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a Adjusting meter settings

1. From the Settings Menu, press (~) or (V) to highlight
Time/Date and press

2. Highlight the time or date and press
3. Adjust the desired setting and press

Repeat this step as necessary.

Adjusting the language

1. From the Settings Menu, press (~) or (V) to highlight
Language and press

A/ appears next to the current language set in the meter.
2. Highlight the desired language, then press

The Settings Menu will be displayed in the new language
you have selected.

Adjusting range limits and 90 Day Average
Target

NOTE:

« If you adjust your range limits, your previous Range
Indicator icons in the Results Log will not change. Only
new results will be affected by your range limit changes.

« Consult with your healthcare professional about the
range limits and 90 Day Average Target that are right
for you.

20



Adjusting meter settings a

1. From the Settings Menu, press (~) or (V) to highlight
Range/90d (or Range for Basic Mode) and press

Your current meter settings are displayed.

Range/90d

After Meal
3.9-10.0 mmol/L

90d Target é

8.6 mmol/L
Example - Basic Example - Basic
Mode Off Mode On

2. Highlight the range setting to be adjusted and press

3. Adjust the Low Limit and

press

Before Meal

mmol/L

B8 -

Limit

Example - Before
Meal
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a Adjusting meter settings

Repeat this step to change the High Limit. See page 22 for
information about Before and After Meal low and high limits.

NOTE: In Basic Mode, range limits are general and are not
defined by mealtime. General range limits are pre-set.

General range limits

pre-set low limit 3.9 mmol/L

pre-set high limit 10.0 mmol/L

low limit must be set within | 3.3 mmol/L and 6.1 mmol/L

high limit must be set within | 5.0 mmol/L and 16.7 mmol/L

4. To adjust the 90 Day Average Target, highlight the
90d Target setting and press

5. Adjust the 90 Day Average Trend 90
Target and press =

mmol/L

Consult your HCP
before setting your
90d avg. target.

92



Adjusting meter settings ﬂ

The meter is pre-set with a 90 Day Average Target of
8.6 mmol/L. The minimum 90 Day Average Target is
5.5 mmol/L and the maximum is 14.7 mmol/L.

NOTE: Be sure to talk to your healthcare professional about
the 90 Day Average Target that is right for you.

Turning Basic Mode on or off

NOTE: Selecting Basic Mode affects the information the
meter displays. See page 29 for more information.

1. From the Settings Menu, press (~) or (V) to highlight
Features and press

The Features Menu indicates whether Basic Mode is
currently on or off.

2. Highlight Basic Mode and press

AJ appears next to the current mode set in the meter.

3. Highlight On or Off and press

In Basic Mode, Test Tracker and Range Indicator are removed
from the Features Menu.
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a Adjusting meter settings

Basic Mode uses pre-set general range limits which are
different from the ones set during first time setup. See
page 90 for information on adjusting range limits.

Turning the Test Tracker on or off and
setting a Daily Test Goal

1. From the Settings Menu, press (~) or (V) to highlight
Features and press

The Features Menu indicates the current Test Tracker setting.

NOTE: If Basic Mode is selected the Test Tracker will not
appear in the Features Menu.

2. Highlight Test Tracker and press
3. Adjust the Daily Test Goal, then press

The meter is pre-set with a Daily Test Goal of four tests per
day. The maximum Daily Test Goal is eight.

NOTE: Be sure to talk to your healthcare professional about
the Daily Test Goal that is right for you.

To tumn off the Test Tracker, press (~) or () until Off i
highlighted, and press (x).
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Adjusting meter settings B

Set the Range Indicator icon to emoji
or text

1. From the Settings Menu, press (~) or (V) to highlight
Features and press

Your current meter settings are displayed.

2. Highlight Range Indicator and press

A/ appears next to the current setting in the meter.
3. Highlight Emoji or Text, then press

Turning Pattern Messages, Mentor Tips
and Awards on or off

NOTE:

« Basic Mode must be turned off for the Messages Menu to
appear in Settings. See page 93.

« If Pattern Messages are turned off, you will no longer see
Patterns with results, Summary or Results Log screens.
The meter will continue to track Pattern information. If
you turn Pattern Messages back on again, Pattern icons
will be displayed in the Summary and Results Log. See
page 64 for more information about Pattern Messages.
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a Adjusting meter settings

« If Mentor Tips are turned off, you will no longer see
Mentor Tips with results. See page 68 for more
information about Mentor Tips.

o If Awards are turned off, you will no longer see Awards
with results or in the Summary view. See page 70 for
more information about Awards.

1. From the Settings Menu, press (~) or (V) to highlight
Messages and press

Your current meter settings are displayed.

2. Highlight Pattern, Mentor Tips or Awards and press
A/ appears next to the current setting in the meter.

3. Highlight On or Off and press

View meter info and last sub-error code

The meter serial number, software version, and information
about the last meter sub-error are stored in your meter.

You can check this information at any time and use it for
troubleshooting.
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Adjusting meter settings a

1. From the Settings Menu, press

Al Meter Info
(~) or (v) to highlight Meter Info Serinl Number
and ress eria umober:
P _ ABC12345
The meter serial number, software SefwEne
\éiesrslgnéjnd unit of measure are PUE_01.01.00
played. Units:
mmol/L
Example
2. Press (V) to view information Meter Info

about the last meter error )
Last Error:

Error X

Error Date:

30 Aug 2018
Sub-Error Code:
XXXX

Example

Pressing (<) returns you to the Settings Menu.
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a Caring for your system

Storing your system

Store your meter, test strips, control solution and other items
in your carrying case. Keep in a cool, dry place between
5°Cand 30°C. Do Not refrigerate. Keep all items away from
direct sunlight and heat. Exposure to temperatures outside
the storage limits, as well as moisture and humidity, may
cause inaccurate readings.

Cleaning and disinfection

Cleaning and disinfection are different and both should

be performed. Cleaning is part of your normal care and
maintenance and should be performed prior to disinfection,
but cleaning does not kill germs. Disinfection is the only
way to reduce your exposure to disease. For cleaning
information, see page 99, and for disinfection, see

page 100.
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Caring for your system g

Cleaning your meter, lancing device and
cap

The meter, lancing device and cap should be cleaned
whenever they are visibly dirty and before disinfection.
Clean your meter at least once per week. For cleaning obtain
regular strength liquid dish soap and a soft cloth. Prepare a
mild detergent solution by stirring 2.5 mL of regular strength
liquid dish soap into 250 mL of water.

» Do Not use alcohol or any other solvent.

» Do Not allow liquids, dirt, dust,
blood or control solution to enter
the test strip port or the data port.
(See page 16.)

» Do Not spray cleaning solution on
the meter orimmerse itin
any liquid.
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a Caring for your system

1. Holding the meter with the test
strip port pointed down, use a soft
cloth dampened with water and
mild detergent to wipe the outside
of the meter and lancing device

Be sure to squeeze out any excess
liquid before you wipe the meter.
Wipe the outside of the cap.

2. Wipe dry with a clean, soft cloth

Disinfecting your meter, lancing device
and cap

The meter, lancing device and cap should be disinfected
periodically. Clean your meter, lancing device and cap prior
to disinfecting. For disinfecting, obtain regular household
bleach (containing a minimum of 5.5% sodium hypochlorite
as the active ingredient)*. Prepare a solution of 1 part
household bleach and 9 parts water.

*Follow manufacturer's instruction for handling and storage
of bleach.
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Caring for your system g

1. Hold the meter with the test
strip port pointed down

Use a soft cloth dampened with this
solution to wipe the outside of the
meter and lancing device until the
surface is damp. Be sure to squeeze
out any excess liquid before you
wipe the meter.

2. After wiping, cover the surface
you are disinfecting with the soft
cloth dampened with the bleach
solution for 1 minute

Then wipe with a clean, damp,
soft cloth.

Wash hands thoroughly with soap and water after handling
the meter, lancing device and cap.

If you see signs of wear, please contact Customer Care.
Contact information for Customer Care is listed at the end of
this Owner's Booklet.
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Batteries

Replacing the batteries

Your OneTouch Verio Reflect® Meter uses 2x CR2032 lithium
batteries. One battery powers the meter only and the other
powers the backlight. See page 115 for information on
when to change the meter batteries.

If the meter does not turn on, or remains dim after pressing
a button, check the batteries.

Do Not change the batteries when connected to a PC.

/\WARNING: CHEMICAL BURN HAZARD. DO NOT INGEST

BATTERY. This product contains a coin/button cell battery.

If swallowed, it can quickly cause severe internal burns and
can lead to death. Keep new and used batteries away from

children. If you think batteries might have been swallowed,
seek immediate medical attention.

IMPORTANT: Use only CR2032 lithium batteries with
your meter. Do Not use rechargeable batteries. Use of an
incorrect battery type or a used battery may result in your
meter providing fewer tests than normal.

/A\WARNING: Certain batteries may cause leaking, which
can damage the meter or cause the batteries to lose power
sooner than normal. Replace leaking batteries immediately.
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1. Remove the old batteries

Start with the meter turned off.
Remove the battery cover by
pressing and sliding it downward.

Pull up firmly on the plastic
ribbons. The plastic ribbon with the
(M symbolis for the meter battery,
and the plastic ribbon with the 36+
symbolis for the backlight battery.
Always change both batteries at
the same time.

2. Insert the new batteries

With the "+" side facing up toward
you, place each battery in the
compartment within the fold of the
plastic ribbon.

Push each battery in until it snaps
into the battery clasp.
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Batteries

Replace the battery cover by sliding
it upwards onto the meter.

If the meter does not power

on after you have replaced the
batteries, check that the batteries
are correctly installed with the "+"
side up. If the meter still does not
power on, contact Customer Care.
Contact information for Customer
Care is listed at the end of this
Owner's Booklet.

3. Check your meter settings

You will be prompted to set the time and date whenever you
change the batteries. See page 89.

4. Dispose of batteries

Dispose of batteries according to your local environmental
regulations.
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Multi-patient use testing

Healthcare professional information

Only healthcare professionals working in a professional
capacity in healthcare settings may perform blood glucose
tests on more than one patient using the OneTouch Verio
Reflect® Meter. Always follow recognised procedures for
handling objects that are potentially contaminated with
human material when using the meter.

/A\CAUTION:

+ Any patient with an infection or suffering from
an infectious disease, or is suspected to be, and
any patient who is a carrier of a multi-resistant
microorganism must be assigned his/her own meter.
During this time the meter must not be used to test any
other patient.

« Patients and medical staff are potentially at risk of
becoming infected if the same OneTouch Verio Reflect®
Meter is used to test blood glucose in more than one
patient. All objects that come into contact with human
blood are potential sources of infection.

» When testing multiple patients, it is important to follow
your institution’s policies and local standards and
guidelines that apply to your region.

« Follow your institution's policy and procedure guidelines
for when to perform a control solution test.
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Multi-patient use testing

+ Follow your institution’s policy for treating
hypoglycaemia and hyperglycaemia.

+ The patient's hands should be washed with warm water
and soap and then dried well prior to testing.

+ Results may be falsely low if the patient is severely
dehydrated.

« |f uncertain about which patient a blood glucose test
result belongs to, retest prior to treatment.

+ Do Not use results stored in the Results Log to make
immediate treatment decisions. The meter stores up to
750 past results and these may be from multiple patients.
Always use the current result for immediate treatment
decisions.

« Ifasingle meter is used to test more than one patient,
the meter must be disinfected after each patient,
(see page 100) whether or not blood- or body fluid-
contamination is suspected.

+ Follow your institution’s policy/guidelines for proper
disposal of meter and test strips.

o If used for a single patient and a risk of contamination
exists, the meter should be disinfected after each use.

« If used for a single patient clean the meter at least once
per week.
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Multi-patient use testing

Personal protective equipment

Healthcare professionals should follow their institution’s
policy and procedure guidelines for PPE and hand hygiene.

Lancing devices

A'single-use, retractable-needle lancing device should be
used for each patient skin puncture. Dispose of single-use
lancing devices in an appropriate biohazard sharps container
immediately after use.

NOTE:

 The single-use lancing device is for getting a capillary
whole blood sample only. Not supplied with this kit. If a
lancing device and lancets were provided with this kit,
dispose of them immediately following your institution’s
policy and procedure guidelines.

Meter

o Itis recommended that the meter is set to Basic Mode for
multi-patient use.

o |tisimportant to follow your institution's policies and
guidelines before changing any meter settings.

o If possible, a separate OneTouch Verio Reflect® Meter
should be assigned to each patient, and used only to test
that patient.

« |f the meter is being used with multiple patients, the
previous result may belong to a different patient.
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Multi-patient use testing

Lifespan of meter:

+ 9 months in a multi-patient use setting

« During the use of the product, users should properly
maintain according to this Owner's Booklet.

o The meter can be disinfected after each test for 9 months
and has been tested to 3799 disinfection cycles.

« After 9 months in a multi-patient use setting, as long as
you can ensure the basic safety and effectivity, the meter
can continue to be used.

« |f the meter stops working or a defect occurs on any
part, contact Customer Care. Contact information
for Customer Care is listed at the end of this Owner's
Booklet.

Applying blood samples

NOTE: When applying a whole blood sample from the
finger, keep the meter pointed down to prevent blood from
entering the test strip port.

Follow all instructions for performing a blood glucose test.
See page 31
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Troubleshooting

Error and other messages

The OneTouch Verio Reflect® Meter displays messages when
there are problems with the test strip, with the meter or
when your glucose levels are above 33.3 mmol/L or below
1.1 mmol/L. Improper use may cause an inaccurate result
without producing an error message.

NOTE: If the meter is on but does not operate (locks up),
contact Customer Care. Contact information for Customer
Care is listed at the end of this Owner's Booklet.

What it means

You may have a very low blood ‘ EXTREME LOW
glucose level (severe hypoglycaemia), GLUCOSE
below 1.1 mmol/L. Below 1.1 mmol/L

What to do Treat Low

This may require immediate
treatment. Although this message
could be due to a test error, it is safer to
treat first and then do another test. Always treat according to
your healthcare professional’s recommendations.
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Troubleshooting

What it means & Warning
You may have a very high blood EXTREME HIGH
glucose level (severe hyperglycaemia), GLUCOSE

over 33.3 mmol/L. Above 33.3 mmol/L
What to do

Re-test your blood glucose level. If
the result is EXTREME HIGH GLUCOSE
again, obtain and follow instructions
from your healthcare professional right away.

What it means & Varning
Meter is too hot (above 44°C) to Temperature too high.
perform a test. Out of operating
range. See Owner's
What to do Booklet.

Move the meter and test stripsto a
cooler area. Insert a new test strip when
the meter and test strips are within the
operating range (6-44°C). If you do

not get another Temperature too high message, you can
proceed with testing.

If this message continues to appear, contact Customer Care.
Contact information for Customer Care is listed at the end of
this Owner's Booklet.
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Troubleshooting

What it means & Varning
Meter is too cold (below 6°C) to Temperature too low.
perform a test. Out of operating
range. See Owner's
What to do Booklet.

Move the meter and test strips to a
warmer area. Insert a new test strip
when the meter and test strips are
within the operating range (6-44°C). If
you do not get another Temperature too low message, you
can proceed with testing.

If this message continues to appear, contact Customer Care.
Contact information for Customer Care is listed at the end of
this Owner's Booklet.

Error Screens

If there is a problem with the meter, the following error
screens may appear. If you cannot resolve the error with
your meter, contact Customer Care. They will refer to the
error number, and a sub-error code found in the Meter Info
screen, to help troubleshoot the problem. See page 96

for more information on viewing the Meter Info screen.

111



Troubleshooting

What it means Dot
There is a problem with the meter.

Contact custome
What to do e

service.

Meter problem.

Do Not use the meter. Contact
Customer Care. Contact information
for Customer Care is listed at the end
of this Owner's Booklet.

What it means Do
Error message could be caused by a e —
used test strip, applying blood to the problem. Retest with

test strip before inserting it into the B S S
meter or a problem with the meter or
test strip.

What to do

Repeat the test with a new test strip;

see page 31 or page 53. If this message continues to
appear, contact Customer Care. Contact information for
Customer Care is listed at the end of this Owner's Booklet.
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Troubleshooting m

What it means Dros

The sample was applied before the e S (e (R

meter was ready. Retest with a
new strip.

What to do

Repeat the test with a new test strip.
Apply a blood or control solution
sample only after the Apply Blood or
Apply Control Solution screen appears
on the display. If this message continues to appear, contact
Customer Care. Contact information for Customer Care is
listed at the end of this Owner's Booklet.

What it means Dot
One of the following may apply:

Strip fill problem.
Retest with a
new strip.

» Not enough blood or control
solution was applied or more was
added after the meter began to
count down.

* The test strip may have been
damaged or moved during testing.

» The sample was improperly applied.
» There may be a problem with the meter.
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Troubleshooting

What to do

Repeat the test with a new test strip; see page 31 or

page 53. If the error message appears again, contact
Customer Care. Contact information for Customer Care is
listed at the end of this Owner's Booklet.

What it means Dros
The meter has detected a problem S
with the test strip. Possible cause is with a new strip.
test strip damage.

What to do

Repeat the test with a new test strip;
see page 31 or page 53. If the

error message appears again, contact
Customer Care. Contact information for Customer Care is
listed at the end of this Owner's Booklet.
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Troubleshooting m

What it means Be achviisad
Battery power is low but there is still ]
enough battery power to perform a

test. Test results will still be accurate. RLOVLV iy
The flashing low battery (E_J) icon will S R0
continue to appear until the batteries

are replaced. -
What to do

Press (o) to continue, but replace the batteries as soon as
possible.

What it means & Warning

There is not enough meter battery

power to perform a test.

Battery Empty.

What to do Replace now.
o _ 2 x CR2032

Replace the batteries immediately.
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System information

Comparing meter results to laboratory
results

Results obtained from the OneTouch Verio Reflect® Meter
and laboratory tests are reported in plasma-equivalent
units. However, your meter result may differ from your lab
result due to normal variation. A result from your OneTouch
Verio Reflect® Meter is considered accurate when it is within
0.83 mmol/L of a laboratory method when the glucose
concentration is lower than 5.55 mmol/L and within 15%

of a laboratory method when the glucose concentration is
5.55 mmol/L or higher.

Meter results can be affected by factors that do not affect lab
results in the same way. Specific factors that may cause your
meter result to vary from your lab result may include:

* You have eaten recently. This can cause a result from
fingertip testing to be up to 3.9 mmol/L higher than a lab
test using blood drawn from a vein !

 Your haematocrit is above 60% or below 20%.
+ You are severely dehydrated.

For additional information, refer to the OneTouch Verio® Test
Strip Insert.

1Sacks, D.B.: "Carbohydrates." Burtis, C.A., and Ashwood E.R.
(ed.), Tietz Textbook of Clinical Chemistry, Philadelphia:
W.B. Saunders Company (1994), 959.
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System information

Guidelines for obtaining an accurate
meter to lab comparison

Before going to the lab:
« Perform a control solution test to make sure your meter is
working properly.

» Do Not eat for at least 8 hours before you test your
blood.

« Take your meter and testing supplies with you to the lab.

Testing with your OneTouch Verio Reflect®
Meter at the lab:

o Test within 15 minutes of the lab test.

¢ Use only a fresh, capillary blood sample from your
fingertip.

o Follow all instructions in this Owner's Booklet for
performing a blood glucose test.

Comparing your meter results to those taken
from another meter

Comparing your blood glucose test results taken with this
meter to your results taken from a different meter is not
recommended. Results may differ between meters and
are not a useful measure of whether your meter is working

properly.
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System information

Technical specifications

Assay method FAD-GDH (flavin adenine
dinucleotide dependent glucose
dehydrogenase)

Automatic shutoff Two minutes after last action

Battery ratings Two 3.0 Vd.c, (2x CR2032 batteries),
———15mA

Battery type 2 replaceable 3.0 Volt CR 2032
lithium batteries (or equivalent)

BLUETOOTH?® Frequency range: 2.4-2.4835 GHz

technology Maximum power: 0.4 mW

Operating Range Distance: minimum
8 metres (unobstructed)

Operating Channels: 40 Channels
Security Encryption: 128-bit AES
(Advanced Encryption Standard)

Calibration Plasma-equivalent
Data port type Compatible with micro USB 2.0
Memory 750 test results
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System information

Operating ranges 6-44°C
Relative humidity: Non-condensing
10-90%
Altitude: up to 3048 metres
Haematocrit: 20-607%

Reported resultrange  1.1-33.3 mmol/L

Sample Fresh capillary whole blood
Sample volume 0.4 L

Size 43.0(W) x 101.0(L) x 15.6(T) mm
Test time Approximately 5 seconds

Unit of measure mmol/L

Weight Approximately <53 grams
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System information

System accuracy

Diabetes experts have suggested that glucose meters should
agree within 0.83 mmol/L of a laboratory method when the
glucose concentration is lower than 5.55 mmol/L, and within
15% of a laboratory method when the glucose concentration
is 5.55 mmol/L or higher.

Samples from 100 patients were tested using both the
OneTouch Verio Reflect® System and the YSI 2900 Glucose
Analyzer laboratory instrument.

System accuracy results for glucose
concentrations <5.55 mmol/L

Percent (and number) of meter results that match the
laboratory test

Within Within Within
+0.28 mmol/L +0.56 mmol/L +0.83 mmol/L
73.7% (137/186) 96.8% (180/186) 100% (186/186)

120



System information

System accuracy results for glucose
concentrations >5.55 mmol/L

Percent (and number) of meter results that match the
laboratory test

Within +5% Within +10% Within +15%
65.2% (270/414) 93.2% (386/414) 99.3% (411/414)

System accuracy results for glucose
concentrations between 1.9 mmol/L and
25.0 mmol/L

Within +0.83 mmol/L or +15%
99.5% (597/600)

NOTE: Where 1.9 mmol/L represents the lowest glucose
reference value and 25.0 mmol/L represents the highest
glucose reference value (YSI value).
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System information

Regression statistics

Samples were tested in duplicate on each of three test
strip lots. Results indicate that the OneTouch Verio Reflect®
System compares well with a laboratory method.

# of # of Tests Slope Intercept
Subjects (mmol/L)
100 600 1.02 0.04
95% Cl 95% Cl Std. Error R?

Slope Intercept (Syx)
(mmol/L) (mmol/L)
1.01t0 1.03 -0.03t0 0.11 0.49 0.99

User performance accuracy

A study evaluating glucose values from fingertip capillary
blood samples obtained by 313 lay persons showed the

following results:

97.1% within +0.83 mmol/L of the medical laboratory values
at glucose concentrations below 5.55 mmol/L, and 96.4%
within +15% of the medical laboratory values at glucose
concentrations at or above 5.55 mmol/L.

96.5% of the total number of samples were within
+0.83 mmol/L or +15% of the medical laboratory values.
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System information

Precision

Within Run Precision (300 Venous Blood Samples Tested per
Glucose Level)

Data generated using the OneTouch Verio Reflect® Meter.

Target Mean Standard | Coefficient
Glucose Glucose Deviation | of Variation
(mmol/L) (mmol/L) (mmol/L) (%)
2.2 2.2 0.06 2.68
5.0 49 0.13 2.66
72 71 0.21 2.98
111 112 0.31 2.7%
194 19.8 0.52 2.60

Results show that the greatest variability observed between
test strips when tested with blood is 0.13 mmol/L SD or less
at glucose levels less than 5.55 mmol/L, or 2.98% CV or less
at glucose levels at 5.55 mmol/L or above.
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System information

Total Precision (600 Control Solution Tests per Glucose

Level)

Data generated using the OneTouch Verio Reflect® Meter.

Glucose Mean Standard Coefficient
Level Glucose Deviation | of Variation
Ranges (mmol/L) (mmol/L) (%)
(mmol/L)
Low 213 0.07 33
(1.39-2.72)
Mid 6.70 0.15 2.2
(5.67-7.67)
High 19.34 0.46 2.4
(16.56-22.39)
Guarantee

LifeScan guarantees that the OneTouch Verio Reflect®

Meter will be free of defects in material and workmanship
for three years, valid from the date of purchase. The
guarantee extends only to the original purchaser and is not
transferable. If the meter stops working or a defect occurs
on any part, contact Customer Care. Contact information for
Customer Care is listed at the end of this Owner's Booklet.
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Electrical and safety standards

This meter complies with CISPR 11:Class B (Radiated Only).
Emissions of the energy used are low and not likely to cause
interference in nearby electronic equipment. The meter

has been tested forimmunity to electrostatic discharge

as specified in [EC 61326-2-6. This meter complies with
immunity to radio frequency interference as specified in

IEC 61326-1 and 61326-2-6.

The meter meets the requirements for immunity to electrical
interference at the frequency range and test level specified
in international standard EN 60601-1-2:2014.

Do Not use the equipment where aerosol sprays are being
used, or when oxygen is being administered.

Hereby, LifeScan Europe GmbH declares that the radio
equipment type (blood glucose meter) is in compliance with
Directive 2014/53/EU. The full text of the EU declaration

of conformity is available at the following internet address:
www.onetouch.com/doc.
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LifeScan self-test blood glucose
monitoring devices conform to
the following EU Directives:

IVDD (98/79/EC):

q

0344
MDD (93/42/EEC):

C € Lancets

1639
Regulation EU 2017/745:

c € Lancing Device

RED (2014/53/EU):

c € Blood Glucose Meter

Blood Glucose
Meter, Test Strips,
and Control Solution

Call OneTouch® Customer

Care on 0800 121 200 (UK) or
1800 535 676 (Ireland). Lines
open 9am-5pm Monday - Friday.
www.myOneTouch.co.uk.

LifeScan Europe GmbH
Gubelstrasse 34

6300 Zug

Switzerland

|EC |REP|

LifeScan Deutschland GmbH
Niederkasseler Lohweg 18
40547 Duesseldorf, Germany

Patent https://www.onetouch.com/patents
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