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Important Information: Read This First

To receive safe and optimum system benefits, please read the
entire manual contents before using the system. Please note
the following instructions:

« Do not use the system for diagnosis or screening of diabetes
o Use only fresh capillary whole blood samples for testing

Important Safety Instructions

o Users need to adhere to Standard Precautions when handling or
using this device. All parts of the Assure Titanium Blood Glucose
Monitoring System should be considered potentially infectious
and capable of transmitting bloodborne pathogens between
patients and healthcare professionals. For more information,
refer to “2007 Guideline for Isolation Precautions: Preventing
Transmission of Infectious Agents in Healthcare Settings”,
www.cdc.gov/infectioncontrol/guidelines/isolation/index.html.

o The meter should be cleaned and disinfected following the
manufacturer’s instructions after use on each patient. This blood
glucose monitoring system may only be used for testing multiple
patients when Standard Precautions and the manufacturer’s
cleaning and disinfection procedures are followed.

o Only auto-disabling, single use lancing devices should be used
with this system.

o Electromagnetic Interference (EMI): This meter emits low levels of
energy that are not likely to interfere with nearby electronic equipment.

o Radiated Magnetic Field Immunity: This meter clears immunity
requirements for radio frequency interference in the 80 MHz to
2.5 GHz range (3 V/m) set forth in IEC61000-4-3.
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Intended Use

o The Assure Titanium Blood Glucose Monitoring System consists
of the Assure Titanium Blood Glucose meter and the Assure
Titanium Blood Glucose test strips. The Assure Titanium Blood
Glucose Monitoring System is intended for use in the quantitative
measurement of glucose in fresh capillary whole blood samples
drawn from the fingertips. The system is intended for in vitro
diagnostic, point of care use in endocrinology clinics and nursing
or skilled nursing facilities, for multiple patient use. This system
should only be used with single-use, auto-disabling lancing
devices for drawing finger stick capillary blood.

o The system is not intended for the screening or diagnosis of
diabetes mellitus but is indicated for use in determining
dysglycemia.

o The system is not intended for use in acute care or hospital
settings.

o The system is not intended for neonatal use.

o The system is for prescription use only.
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o Assure Control-Control Solution is for use with Assure Titanium
Blood Glucose Monitoring System. The Assure Control-Control
Solution is used to check that the meter and test strips are
working together properly and that the test is performing
correctly.

Important Health-Related Information

o The Assure Titanium Blood Glucose Monitoring System is
intended for use in the quantitative measurement of glucose in
fresh capillary whole blood samples drawn from the fingertips.
Testing is done outside the body (in vitro diagnostic use).
Although fresh capillary whole blood samples are used for
measurement, displayed results are equivalent to plasma
glucose levels.

o The Assure Titanium Blood Glucose Monitoring System is
intended for multiple-patient use in professional healthcare
settings.

o After each use, healthcare personnel should change gloves.

o The Assure Titanium Blood Glucose Meter is designed to
minimize code-related errors in monitoring by using the no-
coding function.

o The glucose in the blood sample reacts with special chemicals
on the test strip to produce a small electrical current. The Assure
Titanium Blood Glucose Meter converts this electrical current to
a glucose concentration.

o The Assure Titanium Blood Glucose Meter should be used only
with the Assure Titanium Blood Glucose Test Strips.
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o For accurate test results, allow the Assure Titanium Blood
Glucose Meter, Assure Titanium Blood Glucose Test Strips and
Assure Control-Control Solution to adjust to the surrounding
temperature (46-86 °F (8-30 °C)) and relative humidity
(10 to 90 %) for 30 minutes before testing blood glucose.

o For questions or concerns, contact ARKRAY Technical Customer
Service at 800.818.8877, 24 hours a day, 7 days a week.

Limitations

o For point-of-care use only.

o In vitro diagnostic use.

o Not for Alternative Site Testing (AST).

* Do not use the Assure Titanium Blood Glucose Monitoring
System for screening or diagnosis of diabetes.

o Not indicated for use in patients undergoing tight glycemic
control.

o Do not use the Assure Titanium Blood Glucose Monitoring
System to test neonates. The Assure Titanium Blood Glucose
Monitoring System has not been validated for neonatal use.

o Do not use at altitudes higher than 10,000 ft (3048 m) above sea
level.

o Use only Assure Titanium Blood Glucose Test Strips for testing
with the Assure Titanium Blood Glucose Meter.
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o The following information is intended for healthcare
professionals. Assure Titanium device should not be used in
patients receiving intensive medical intervention/therapy
because of the potential for pre-analytical collection error and
specifically in patients with decreased peripheral blood flow, as it
may not reflect the true physiological state when test results are
generated using capillary whole blood samples. Examples
include, but are not limited to, severe hypotension, shock,
hyperosmolar-hyperglycemia (with or without ketosis) and
severe dehydration.

Interfering Substances

o Patients with high doses of Vitamin C intake (ascorbic acid; blood
levels higher than 4 mg/dL) may yield inaccurate results.

o Patients undergoing oxygen therapy may yield inaccurate results.

Cybersecurity

The following information is intended for healthcare professionals.

o According to FDA cybersecurity guidelines for medical devices,
Assure Titanium is a Tier 2 “Standard Cybersecurity Risk” device.
The Assure Titanium device cannot be connected to any external
network or internet. Users cannot transmit data saved on the
device and individual data points cannot be modified once a
result is obtained. Healthcare professionals should read the
results immediately upon testing.
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Specifications

Product Specifications

Measurement range | 10-600 mg/dL

Sample size Minimum 0.5 uL

Test time 7 seconds

Sample type Fresh capillary whole blood*

Calibration Plasma-equivalent

Assay method Electrochemical; Glucose oxidase (GO;
Aspergillus niger): 1.5-1.9 1U
Hexaammineruthenium (lIl) chloride: 10-12
Hg

Battery life 5,000 tests

Power Two 1.5V alkaline AAA batteries (disposable)

Memory 1,000 test results

Size 4.7x24x1.2inch (119.5x 60.0 x 28.8 mm)

Weight 4.1 0z (115 g) with batteries

* Although fresh capillary whole blood samples
are used for measurement, displayed results are
equivalent to plasma glucose levels.

Operating Ranges

Temperature 46-104 °F (8-40 °C)
Relative humidity | 10-90 %

Altitude 10,000 ft (3,048 meters)
Hematocrit 10-70 %

10 www.arkrayusa.com




Assure Titanium Blood Glucose Monitoring System

Assure Titanium Blood Glucose Monitoring
System (BGMS) includes the following
items:

@ Assure Titanium Blood Glucose Meter

(@ Batteries

o Check all the components after opening the Assure Titanium
Blood Glucose Monitoring System package.

e The Assure Titanium Quick Reference Guide (QRG) and User
Manual (UM) are available online. To access the Titanium QRG
and UM, please visit: Lp.arkrayusa.com/assuretitanium.

o Assure Titanium test strips are necessary but not included.

o Assure Control-Control Solutions (Level 1, Level 2 and Level 3)
are necessary but not included.

o Target range for the 3 levels of Control solutions:

Level 1 (Low): 40mg/dL+6mg/dL (34 - 46mg/dL)

Level 2 (Normal) :  130mg/dL+11% (116 - 144mg/dL)

Level 3 (High):  360mg/dL+11% (321 - 399mg/dL)
*Control range is assigned for each Lot of test strips by

measuring control solution with test strips after Lot correction.

Please refer to the test strip vial label for the actual values for

each specific lot.

o Control solution can be ordered separately. Please contact
ARKRAY Technical Customer Service: 800.818.8877, 24 hours a
day, 7 days a week.
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Inserting or Replacing the Batteries

The Assure Titanium Blood Glucose Meter uses two 1.5 V alkaline
AAA batteries. Before using the meter, check the battery
compartment and insert batteries if empty. When the —a symbol
appears on the screen while the meter is in use, the batteries
should be replaced as soon as possible. The test results may not
be saved if the batteries lose their charge.

Step 1 7

Make sure the meter is turned off. Al
Push the cover in the direction of the | \, W/
arrow to open the battery =
compartment.

Step 2

Remove the used batteries. Insert
two new AAA batteries and make
sure the batteries are inserted firmly.

%% rb»’!ake .
~ D battery ends
TN 8 neplie
‘.> o

Step 3

Slide the cover back on the battery compartment. Push down until
you hear the tab click into place.

Dispose of the used batteries according to your local
environmental regulations.

NOTE

o Removing the meter batteries will not affect your stored results.
However, meter settings may need to be reset.
See page 17.
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Assure Titanium Blood Glucose Test Strip
The Assure Titanium Blood Glucose Monitoring System measures
blood glucose quickly and accurately. It automatically absorbs the
small blood sample applied at the confirmation window edge of the
test strip.

winyueyLy 8Inssy

I

Contact Bars

Gently push the test strip, with
its contact bars facing up, into
the test strip port of meter.

Confirmation Window
Check here to see whether
sufficient blood sample has

been applied.

Insert :— Edge to Apply Blood Sample
Apply blood sample here for
testing.

.
NOTE

o All components that come into contact with blood samples
should be considered bichazardous, capable of transmitting
viral diseases between patients and healthcare professionals.
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o Assure Titanium Blood Glucose Test Strips should be used only
with fresh capillary whole blood samples.

* Do not reuse test strips.

o Do not use Assure Titanium Blood Glucose Test Strips beyond
the expiration date. This may cause inaccurate results.

* Do not use test strips beyond six months (180 days) after
opening the vial. Record the discard date (six months from the
day the vial was opened) on the vial label.

o Store test strips in a cool and dry place at a temperature of
34-86 °F (1-30 "C), 10-90 % RH. Avoid storing test strips in direct
sunlight.

o Store test strips only in their original vial.

o Close the vial tightly after taking out a test strip and use the test
strip immediately.

o Handle test strips only with clean and dry hands using protective
gears such as disposable gloves.

« Do not bend, cut or alter test strips in any way.

o For detailed storage and usage information, refer to the Assure
Titanium Blood Glucose Test Strip package insert.
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Assure Titanium Blood Glucose Meter

Test Strip Port
Insert Test Strip

Test Strip Ejector

Display
Shows results,
messages

ﬂ Button

D Button

Selects or changes Selects or changes
information information
Data Port J @ Button
(Manufacturer use only) Turns the meter on/off
and confirms menu
selection
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Assure Titanium Blood Glucose Meter
Display

Eject appears after a test is completed

Time Date
| | |
Alarm appears when Y __ ¥ _ Blood application
the time alarm has | | {HH:HH lﬁltﬁhﬁllﬁllﬂ symbol indicates
been set AMPM DST meter is ready for
L~ A d 6‘75:] the application of a

MEM appears when |
test results stored in
the memory are

drop of blood or
control solution

I:I |_| I:l

mg/dL unit for

displayed ;

Test results display H, I I I rr;easurlng blood
| — — — glucose

pane J— > mg/dL <
»PCS @ +— Thermometer symbol
Control flag J7>g1{ ¢ _A]+ appears when the
PCS appears when a room temperature is
control solution test outside of the

is required acceptable range.

Mute symbol

appears only when
the sound is set to
‘OFF

Battery symbol
indicates meter
batteries need to be

replaced

NOTE

o |tis recommended to check that the display screen on the
meter matches the illustration above every time the meter turns
on. Do not use the meter if the display screen does not exactly
match the illustration as the meter may show incorrect results.

o The unit of measurement for your Assure Titanium Blood
Glucose Meter is preset and fixed in mg/dL.
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Preparation

Setting Up the System
You should check and update the meter-settings such as time and
date before using your meter or after changing the meter batteries.

Entering and Exiting Set-up Mode

Press and hold the @ button for three seconds to enter the
set-up mode. While setting up the meter, current settings will
appear on the screen.

To save your settings and exit from the set-up mode, press and
hold the @@ button for three seconds again.

o Press | or B to scroll through settings.

e Press and hold | or B to quickly scroll through numbers.

Adjusting the Date and Time

Step 1 Setting Daylight Savings Time (DST)
Press @ and ‘On’ will flash on the screen. (3w
Press ® or B to turn ‘On’ or ‘OFF’ daylight |
savings time function. Press @@ to confirm
your selection and progress to the next step.
Step 2 Setting the Year

Press | or B until the correct year appears.

After setting the year, press @ to confirm your N
selection and progress to the next step. ]

N
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Step 3 Setting the Date Format

The date can either be displayed in month/
day format (M-d) or day/month format (d-M).

Press | or B to select preferred format,
press @) to confirm your selection and
progress to the next step.

Step 4 Setting the Month

A number indicating the month will be flashing on the
screen. Press | or I until the correct month appears.
Press @ to confirm your selection and progress to the
next step.

Step 5 Setting the Day

A number indicating the day will be flashing on the
screen. Press  or B until the correct day appears.
Press @@ to confirm your selection and progress to the
next step.

NOTE
o Steps 4 and 5 are reversed for d-M date format.

Step 6 Setting the Time Format

The meter can be set in the 12-hour (AM/PM)

or 24-hour format. ’”l\\\w//

Press ® or P to select a format. The AM/ 'EH
PM is not displayed in the 24-hour format.

iy,

T

1300

iy,

Iy

Press @ to confirm your selection and progress to the next step.

18 www.arkrayusa.com



Step 7 Setting the Hour

Press ” or B until the correct hour appears, then
press @ to confirm your selection and progress to the
next step.

Step 8 Setting the Minute

Press ® or B until the correct minute appears, then
press @@ to confirm your selection and return to the
main set up screen.

Setting the Sound On/Off
Step 1

Press I and then @&). ‘On’ and a number will flash on

the screen. Press ® or I to select the sound level.
Press @@ to confirm your selection.

A setting of 1’ is the quietest and ‘3’ the loudest. When
set to ‘0" the sound will be turned off and g will appear
on the screen.

If turned ‘On’, the beep will sound:

e When you press @) and/or T or B to turn on the
meter or to set the alarm.
o When the test strip is inserted in the meter.

o)
Audible Beep ON
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» When the blood sample or control solution sample is absorbed
into the test strip, and the test starts.

o When the test result is displayed.

o At the time of a preset alarm.

o Disinfection timer function is in use.

If the sound is set to ‘OFF’, none of the sound L S
functions will work. -
NOTE

o 31 Symbol is displayed only when the sound is set to ‘OFF’.
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Setting the Backlight T Lo

Press I and then @. The current setting will be

flashing on the screen. Press ® or B to select the 5

backlight ‘ON’ duration (0, 5, 10, 15 or 100), then press

@ to confirm your selection.

o A setting of ‘0" means the backlight is off. T Lor)

o A setting of ‘100" means the backlight will always be | ™ A
on. [l

o A setting of 5", 10" or 15" means the backlight will

stay on for 5, 10 or 15 seconds respectively.
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Setting the Alarm(s)

Five customizable alarms can be set. Press I and 300 ALl
then @), then the current setting will be flashing on A
the screen. Press ® or & to select ‘On’ or ‘OFF’ for un
the alarm, then press €& to confirm your selection.

If ‘OFF" is selected, you will return to the main alarm oo A
screen. nee
If‘On’ is selected, a number for “hour” will flash on the U

screen. Press ® or I until the correct hour appears,
then press @@ to confirm your selection.

A number for minutes will now be flashing on the screen.
Press ® or B until the correct minutes appear, then press @ to
confirm your selection. Repeat these steps to set any additional
alarms.

Once complete, press and hold €& for three seconds to save your
settings and turn the meter off.

NOTE

o The AM/PM option can be verified when you press ® or P to
select the appropriate time.

o When any of the five alarms is set, A will always be
displayed.

o The alarms will not beep if the meter sound is set to ‘OFF’.
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Checking the System

The Assure Titanium Blood Glucose Meter has a 24-hour QC
Lockout feature which helps ensure that proper QC testing is
conducted. To release the QC lockout, testing with both Assure
Control Level 2 and Level 3 Control Solutions is required. The
Assure Control-Control Solutions contain known amounts of
glucose and are used to check that the meter and test strips are
working properly.

Assure Control-Control Solutions are necessary for control solution
testing, but not included. Assure Control-Control Solutions can be
ordered separately through your local sales representative or
distributor. For detailed storage and usage information, refer to the
Assure Control-Control Solutions package insert.

n . The test strip vials have Assure Control-Control
A Solution ranges printed on their labels. Compare the
result displayed on the meter to the control solution
range printed on the test strip vial.
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Before using a new meter or new vial of test strips, and every 24
hours to avoid QC lockout, conduct a control solution test using
Assure Control-Control Solutions.

Follow the procedure that begins on page 26.

CAUTION

o Keep the control solution away from skin and eyes. Contact
may cause irritation.

Do not drink the control solution.

NOTE

o Use Assure Control-Control Solutions only.

o Check the expiration dates printed on the bottle. When you first
open a control solution bottle, record the open date in the
space provided on the label. Do not use control solutions
beyond their discard date (date opened plus three months
(90 days)).

o Make sure your meter, test strips and control solutions are at
room temperature for 30 minutes before testing. Control
solution tests must be done at 46-86 °F (8-30 °C).

o For accurate test results, allow the Assure Titanium Blood
Glucose Meter, Assure Titanium Blood Glucose Test Strips and
Assure Control-Control Solution to adjust to the surrounding
temperature 46-86 °F (8-30 °C) and relative humidity
10 to 90 % for 30 minutes before testing blood glucose.

o Close the control solution bottle tightly and store at a
temperature of 36-86 °F (2-30 °C).
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Use Assure Control-Control Solution When:

o You want to practice the test procedure, instead of using blood.

o You use the meter for the first time.

o You have opened a new vial of test strips, and with every new lot
of test strips.

o Every 24 hours to release QC Lockout.

o You suspect the meter or test strips are not working properly.

o The meter has been dropped or damaged.

o The test results do not reflect how the patient feels.

o The results appear to be abnormally high, low, or are not
consistent with the patient’s clinical symptoms.
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Assure Control-Control Solution Testing

NOTE

o To release QC Lockout: When PCS appears on the screen
when the meter is turned on, control solution tests have to be
performed first with both Level 2 and Level 3 control solutions.
After inserting the test strip, use the ® and B buttons to
select the appropriate control solution level.

o To perform a control solution test at any other time and to reset
the QC Lockout timer: When PCS does not appear on the
screen, insert a test strip and then press and hold the center
button for one second. The meter will be ready for a control
solution test. Use the ® and & buttons to select the
appropriate control solution level.

o Control solution can be run at any time and the meter will auto-
detect it as a control solution test. However, you must follow
the above steps in order to reset the QC Lockout timer.

o After selecting control solution level and performing control
solution test, the control solution level associated with that test
cannot be changed.
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Step 1

Remove an Assure Titanium Blood
Glucose Test Strip from the test strip vial
and close the vial. Gently push the test
strip into the meter’s test strip port, with
the contact bars facing up, until the meter
beeps.

Be careful not to bend the test strip while pushing it in.
The 11 symbol will be displayed on the screen.

Step 2
Gently invert the Assure Control-Control Solution bottle several
times before each test.

Step 3

Remove the cap and discard the first one or two
drops.

Apply one drop of control solution to the control
solution cap. TN
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Step 4

After the fy symbol appears on the screen,
touch the edge of the test strip to the control
solution until the meter beeps.

Dt

NOTE

o The meter will switch off if the control solution sample is not
applied within five minutes of the i, symbol appearing on the
screen. If the meter turns off, remove the test strip, reinsert it,
and start from Step 2.

Step 5

A test result will appear after the meter counts down
from 7 to 1.

The meter will automatically detect the test sample as
a control solution and mark the test result as a control
solution test.

Control solution test results are stored in the meter’s
memory.

Compare your control test results with the appropriate
control solution range printed on the test strip vial. If
the result falls within the specified range, you may use
the meter and test strips to test the patient’s blood
sample.
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Step 6

Remove the used test strip from the meter’s test ' ,d

strip port. The meter will turn off automatically. ok

Used test strips should be discarded safely in M

disposable containers.
CAUTION

o The ranges printed on the test strip vial are for Assure Control-
Control Solutions only. They do not have any connection to the
patient’s blood glucose level.

o |fthe meter does not automatically detect and mark the control
solution test result as a control solution test, do not use the
meter and contact ARKRAY Technical Customer Service at
800.818.8877, 24 hours a day, 7 days a week.
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Comparing the Control Solution Test

Results

The test result of each control solution test should be within the
range printed on the label of the test strip vial. Repeat the control
solution test if the test result falls outside of this range. Out of range

results may occur due to the following factors:

Situations

Actions

o |fthe control solution bottle was not gently
inverted several times

o |f the meter, test strip or the control solution
were exposed to high or low temperatures

o |f the test strip is past the expiration date

o [fthe first one or two drops of the control
solution were not discarded or the top of the cap
was not wiped clean

o |fthe meter is not functioning properly

Repeat the control
solution test by
referring to the
‘NOTE’ on page 26
and steps starting on
page 27.

o |f the control solution is past the expiration date
printed on the bottle

o |fthe control solution is past its discard date (the
date the bottle was opened plus three months
(90 days))

o |fthe control solution is contaminated

Discard the used
control solution and
repeat the test using
anew bottle of control
solution.

NOTE

week.

o |fresults continue to fall outside the range printed on the test
strip vial, the test strip and meter may not be working properly.
Do not use your system and contact ARKRAY Technical
Customer Service at 800.818.8877, 24 hours a day, 7 days a

30 www.arkrayusa.com




Testing

Blood Glucose Testing

CAUTION

To reduce the chance of infection before performing a blood

glucose test, observe the following safety precautions.

o All components that come into contact with blood samples
should be considered to be biohazardous, capable of
transmitting viral diseases between patients and healthcare
professionals.

o A new pair of clean gloves should be worn by the user before
testing each patient.

o Wash hands thoroughly with soap and water before putting on
a new pair of gloves and performing the next patient blood
glucose test.

o Use only an auto-disabling, single-use lancing device for each
patient.

o The meter should be cleaned and disinfected after use on each
patient. See the cleaning and disinfection section on page 39.

For more information, please refer to the following guidelines:

1. CDC: “Biosafety in Microbiological and Biomedical Laboratories
(BMBL)” www.cdc.gov/labs/BMBL.html

2. CLSI. M29-A3; Protection of laboratory workers from occupationally
acquired infections. (Ed. 4) Wayne, PA: Clinical Laboratory Standards
Institute.

www.arkrayusa.com 31


http://www.cdc.gov/biosafety/publications/bmbl5/
http://www.cdc.gov/biosafety/publications/bmbl5/
http://www.cdc.gov/biosafety/publications/bmbl5/

Preparing the Lancing Device

You will need a lancing device in order to collect a blood sample.
Only an auto-disabling, single use lancing device should be used.
The auto-disabling, single use lancing device can be purchased
from your sales representative or distributor.

Please read the instructions provided by the lancing device
manufacturer before using their lancing device.

Step 1

Users as well as patients should wash hands and
the sample site with soap and warm water. Rinse
and dry thoroughly. This is important because
contaminants on the skin may affect results.

If alcohol wipes are used, make sure the area is

dry before taking a blood sample.
Residual alcohol may lead to inaccurate readings. |-

Wear appropriate protective gear such as

disposable gloves.

Preparing the Meter and Test Strip
Step 2

Remove an Assure Titanium Blood

Glucose Test Strip from the test strip vial
and close the vial. Push the test strip \
gently into the meter’s test strip port, with B

the contact bars facing upwards, until the
meter automatically turns on and the 17 symbol appears.
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Obtaining and Applying the Blood Sample
Step 3

Obtain a blood sample using a [~ 1, ]
lancing device. Place the RES SN 2 o e
lancing device against the VO %

fingertip and activate. The best
puncture sites are areas on the middle or ring fingers. Remove the
device from the finger. Wait a few seconds for a blood drop to form.
A minimum volume of 0.5 L is needed to fill the confirmation
window.

Step 4
After the 1 symbol appears on the @

[

screen, apply the blood sample to
the edge of the test strip until the !
meter beeps. k -

If the confirmation window is not ’ e s ot
filled because of abnormal
viscosity or insufficient volume, an E3 message may appear.

Itis recommended that the application of the blood sample to the test strip
be performed virtually vertical to the sample site as shown in the diagram.

NOTE

o The meter will switch off if the blood sample is not applied
within five minutes of the 11 symbol appearing on the screen (If
sound is set to ‘On’, the meter beeps every five seconds for the
last 30 seconds before it switches off).

o |fthe meter turns off, remove the test strip, reinsert it, and start
from Step 3.

Correct
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Step 5

The test result will appear after the meter counts down from 7 to 1.
The result will be automatically stored in the meter's memory.

NOTE
 Results stored in the memory are not related to a specific
patient.

Step 6

Point the meter downward to discard the test
strip safely in a disposable container by sliding
the Test Strip Ejector on the top of the meter.
Once the test strip is removed, the meter will
automatically turn off immediately.
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‘HI’ and ‘Lo’ Messages
The meter displays results between 10-600 mg/dL.

fin]
2%}
[iu}

‘HI’ Message HIM
‘HI" appears when the blood glucose level is greater than "
600 mg/dL and indicates severe hyperglycemia (much
higher than normal glucose levels).

If ‘HI" is displayed again upon retesting, please follow your
standard of care practice or contact your emergency response
team immediately.

‘Lo’ Message

‘Lo’ appears when a test result is less than 10 mg/dL and ["zgo w23
indicates severe hypoglycemia (very low glucose levels). \
If ‘Lo" is displayed again upon retesting, please follow Lo
your standard of care practice or contact your
emergency response team immediately.

NOTE

o |f Hl or Lo results are displayed but are not consistent with the
patient’s clinical symptoms, please contact ARKRAY Technical
Customer Service at 800.818.8877, 24 hours a day, 7 days a
week.
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Additional Functions

Meter Memory

The Assure Titanium Blood Glucose Meter can save up to 1,000
test results with time and date. If the memory is full, the oldest test
result will be deleted and the latest test result will be stored.

NOTE

o Meter memory can be used to check the results when they
need to be verified, such as when the results cannot be
immediately recorded. However, we do not recommend using
the memory feature as results stored in the memory are not
related to a specific patient.
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Viewing Test Results
Step 1

Press @ to turn the meter on. ‘ALL willbe  [7;
displayed on the screen with the total
number of results recorded through that TN
point in time.

Press ® or B to choose between ‘ALL’ or control solution ‘CNTL’
measurement results.

‘MEM’ will be shown on the left of the screen above the result. This
means it is a stored result.

Step 2

Press @@ after selecting either ‘ALL or ‘CNTL' as appropriate.

Then press B to scroll through the test results, starting from the
most recent and ending with the oldest.

The test date and the recorded time will display at the top of the

screen. The display alternates between ‘date and time’ and ‘ALL’ /
‘CNTL' with the test result number.

NOTE

o When viewing ‘ALL’ test results, the most recent test result will
appear.

o The control solution test results are saved separately in the
‘CNTL" menu and are not included under ‘ALL'.

[=]

www.arkrayusa.com 37




Step 3
Press W to return to the results seen previously.

After reviewing the stored test results, press @@ for three seconds
to turn off the meter.

PCS (QC Lockout)

PCS (QC lockout) is a feature that will lock out users, once every
24 hours, from performing a blood glucose test until a control
solution test is performed to confirm that meter yields correct
results.

NOTE

o When PCS appears on the screen when the meter is turned
on, control solution tests have to be performed first with both
Level 2 and Level 3 control solutions as per steps beginning on
page 27. The PCS symbol stays on the screen until both Level
2 and Level 3 control solution tests have been performed.

o |f a blood glucose test is performed without conducting control
solution tests, EO will appear until control solution testing is
conducted.
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Maintenance

Caring for the System

o To minimize the risk of transmission of bloodborne pathogens,
the cleaning and disinfection procedure should be performed as
recommended in the instructions below.

o After disinfection, users should remove gloves and wash hands
before testing the next patient.

Cleaning and Disinfecting

o The cleaning procedure is needed to clean dirt as well as blood
and other body fluids on the exterior of the meter before
performing the disinfection procedure.

o The disinfection procedure is needed to prevent transmission of
bloodborne pathogens.

o The meter should be cleaned and disinfected after use on each
patient. This Blood Glucose Monitoring System may only be
used for testing multiple patients when Standard Precautions and
the manufacturer’s disinfection procedures are followed.

NOTE

o The robustness studies were designed to simulate three years
of multiple-patient use.

o \We recommend cleaning and disinfecting the meter after the use on
each patient. We have validated a total of 10,950 cleaning and
disinfecting cycles (10,950 cleaning and 10,950 disinfection cycles)
to represent the cleaning and disinfecting over the use life of the
Assure Titanium Blood Glucose Meter. 1 cleaning and 1 disinfection
cycle per each use * 10 uses per day * 365 days per year * 3 years
= 10,950 cleaning and 10,950 disinfection cycles.
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o We have validated PDI® Super Sani-Cloth® Germicidal
Disposable Wipe for disinfecting the Assure Titanium Blood
Glucose Meter. It has been shown to be safe for use with the
meter. This disinfectant is available commercially in towelette
form. In addition to the Assure Titanium Blood Glucose
Monitoring System instruction, please read the mstructlons
provided by the manufacturer of pDI® Super Sani- Cloth®
Germicidal Disposable Wipe before using it.

o Only one cleaning/disinfecting solution should be used on the
device for the life of the device as the effect of using more than
one cleaner/disinfectant interchangeably has not been

evaluated.
Name PDI® Super Sani-Cloth® Germicidal Disposable Wipe
Manufacturer Professional Disposables
International, Inc.
Phone: 845-365-1700
Website: www.pdihc.com
EPA registration | 9480-4

Active ingredients

n-Alky! (68 % C12, 32 % C14)

dimethylethylbenzyl ammonium chlorides: 0.25 %
n-Alkyl (60 % C14, 30% C16! 5% 012, 5% C18) dimethyl
benzyl ammonium chlorides: 0.25 %

Isopropy! Alcohol: 55.0 %

Contact time

2 minutes

o Only the disinfectant product listed within this user manual may
be used on the Assure Titanium Blood Glucose Meter.
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Message | What it means What to do
t| | There is a problem with the | Contact ARKRAY Technical
communications unit of the | Customer Service at
£EB meter. 800.818.8877 (24 hours a day,
7 days a week).
e rrer] | The meter could not detect | Contact ARKRAY Technical
the surrounding temperature | Customer Service at
£9 correcty. 800.818.8877 (24 hours a day,
- 7 days a week).
NOTE

o |f the thermometer symbol (——=m@ ) appears, the surrounding
temperature is too high or too low, or the meter has not
adjusted to the surrounding temperature. In this case, leave
the meter and the test strips where the temperature is
46-104 °F (8-40 °C) and a relative humidity of 10-90 % for at
least 30 minutes. Test a blood sample only after the meter
adapts to the environment for more than 30 minutes and the
‘thermometer’ symbol disappears.

o [fany of the error messages persist, please contact ARKRAY
Technical Customer Service at 800.818.8877, 24 hours a day,
7 days a week.
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General Troubleshooting

The display is blank even after inserting a test strip.

o Check that the test strip is inserted with the contact bars facing up.

o Check if the test strip has been inserted completely into the test strip port.

o Check if the appropriate test strip was used (Assure Titanium Blood
Glucose Test Strip).

o Check if the batteries are inserted correctly.

o Replace the batteries.

The test does not start even after applying the blood sample on the test strip.
o Check if the confirmation window is filled adequately.
o Repeat the test after inserting a new test strip.

The test result does not match the way the patient feels.
o Check to make sure the test strip has not expired.

o Repeat the test after inserting a new test strip.

 Perform control solution test.

NOTE

o |fa problem is not resolved, please contact ARKRAY Technical
Customer Service at 800.818.8877, 24 hours a day, 7 days a
week.
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Performance Characteristics

The performance of the Assure Titanium Blood Glucose Monitoring
System has been evaluated in laboratory and clinical tests.
Information regarding the performance characteristics below is
intended for healthcare professionals.

Accuracy

The Assure Titanium Blood Glucose Monitoring System is calibrated
to yield results equivalent to plasma glucose concentrations.

The Assure Titanium Blood Glucose Meter and Assure Titanium
Blood Glucose Test Strips for the Assure Titanium Blood Glucose
Monitoring System were tested in a multi-center study conducted
atone (1) nursing/skilled nursing facility and two (2) endocrinology
clinics to demonstrate clinical performance with patients/subjects in
whom routine glucose monitoring is done in these settings.

Nursing/skilled nursing facility (Site #1) is a 475-bed institution in
the state of Massachusetts. The study took place across both long-
term care nursing and temporary care/rehabilitation units. The
study was conducted by Point-of-Care operators who took capillary
blood samples from 130 patients. Patients in this study represented
390 medical conditions and 239 different medications. Site #2 is
an endocrinology clinic located in the state of California. Point-of-
Care operators took capillary blood samples from 165 patients.
Patients in this study represented 18 medical conditions and 245
different medications. Site #3 is an endocrinology clinic located in
the state of Georgia. Point-of-Care operators took capillary blood
samples from 101 patients. Patients in this study comprised 61
medical conditions and 196 different medications.
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In total, capillary blood samples from 396 patients were measured
and the results were compared to the YSI Model 2300 Glucose
Analyzer, a lab instrument (comparator method). The tables below
show differences in glucose values between the Assure Titanium
Blood Glucose Meter and the YSI method.

Results obtained by healthcare professionals
Nursing/Skilled Endocrinology
Nursing Facility Clinic
Slope 0.98 0.98
Correlating ' 0.99 0.99
Intercept 3.24 2.83
Number of Samples 130 266
Range Tested 29.0-405.5mg/dL | 43.7-492.5 mg/dL

The performance of this device has not been evaluated in

pediatric populations.
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Nursing/Skilled Nursing Facility
Accuracy results for glucose concentrations <75 mg/dL.:

Difference range between |  Within Within Within Within | Exceeds
the true blood glucose +5mgldl | £10mgldL | £12mg/dL | +15mgldL | £ 15mg/dL
level and the Assure
Titanium Blood Glucose
Monitoring System result

The percent (and number) 1N 1N 1N 1N 0l
of samples for which the (100%) | (100%) | (100%) | (100%) | (0.0%)
difference between the
Assure Titanium Blood
Glucose Meter and the YSI
comparator method were
within the difference range
shown in the top row

Accuracy results for glucose concentrations 275 mg/dL.:

Difference range Within | Within | Within | Within | Within | Exceeds
between the true blood | £5% | £10% | £12% | £15% | +20% | +20%
glucose level and the
Assure Titanium Blood
Glucose Monitoring
System result

The percent (and number) | 801129 | 1221129 | 125129 | 128129 | 1291129 | 0129
of samples for which the | (62.0%) | (94.6 %) | (96.9%) | (99.2%) | (100 %) | (0.0 %)
difference between the
Assure Titanium Blood
Glucose Meter and the YSI
comparator method were
within the difference range
shown in the top row
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Endocrinology Clinic
Accuracy results for glucose concentrations <75 mg/dL.:

Difference range between |  Within Within Within Witin | Exceeds
the true blood glucose +5mgldl | 10 mgldL | £12mgidL | +15mgldL | £ 15mg/dL
level and the Assure
Titanium Blood Glucose
Monitoring System result

The percent (and number) 17126 | 2506 | 26126 | 26126 0/26
of samples for which the (654 %) | (96.2%) | (100%) | (100%) | (0.0%)
difference between the
Assure Titanium Blood
Glucose Meter and the YSI
comparator method were
within the difference range
shown in the top row

Accuracy results for glucose concentrations 275 mg/dL:

Difference range Within | Within | Within | Within | Within | Exceeds
between the true blood | +5% | £10% | £12% | £15% | £20% | +20%
lucose level and the

ssure Titanium Blood
Glucose Monitoring
System result

The percent (and number) | 1631240 | 2241240 | 230240 | 235240 | 240/240 | 01240
of samples for which the | (67.9%) | (93.3%) | (95.8%) | (97.9%) | (100 %) | (0.0%)
difference between the
Assure Titanium Blood
Glucose Meter and the YSI
comparator method were
within the difference range
shown in the top row

The tables above show that 390 samples (27 + 363) of the 396
samples met the defined acceptance criteria.
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NOTE

o When glucose meter results are compared to the laboratory
results, differences below 75 mg/dL are expressed in mg/dL,
while those greater than or equal to 75 mg/dL are expressed in
percent.

Precision
Precision studies were performed in a laboratory using the Assure
Titanium Blood Glucose Monitoring System.

Within Run Precision

Average Blood Glucose Level Test Strip Lot %CV
30 - 50 mg/dL 26
2.9
24
2.1
2.1
24
2.2
2.0
2.3
3.1
1.9
24
3.1
2.3
2.7

51 - 110 mg/dL

111 - 150 mg/dL

151 - 250 mg/dL

251 - 400 mg/dL

W =N wWI N —
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Intermediate Precision

Average Control Solution Glucose Level %CV
42.4 mg/dL 1.9
87.0 mg/dL 1.6
129.3 mg/dL 14
254.7 mg/dL 15
360.6 mg/dL 2.1

Drug Class and Medical Condition Summary
Tables

The information in this section is intended for healthcare
professionals. The clinical studies included patients representative
of each clinical setting. A detailed analysis of medical conditions
and medications was performed on the clinical data set from all
three (3) clinical study sites to identify any potential safety issues
with the use of the Assure Titanium Blood Glucose Monitoring
System within the intended use population. A frequency
distribution table for each Drug Class as well as a table for medical
conditions are presented below.

Assure Titanium Method Comparison Study Drug Table

Therapeutic Drug Class 2 | Therapeutic Drug Class 3 Nggt]igirts()f
Agents Acting on the ACE Inhibitors, Plain 107
Renin-Angiotensin Angiotensin Il Receptor 62
System Blockers (ARBS), Plain

Agents Acting on the Angiotensin Il Receptor 1
Renin-Angiotensin Blockers (ARBs),

System Combinations
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Assure Titanium Method Comparison Study Drug Table

: . Number of
Therapeutic Drug Class 2 | Therapeutic Drug Class 3 Patients
All Other Therapeutic All Other Therapeutic 13
Products Products
Anabolic Agents for Other Mineral Supplements 29
Systemic Use
Analgesics Opioids 66

Other Analgesics and 132
Antipyretics
Anesthetics Anesthetics, General 1
Anethetics, Local 23
Antianemic Preparations | Iron Preparations 32
Vitamin B12 and Folic Acid 42
Antibacterials for Beta-Lactam Antibacterials, 13
Systemic Use Penicillins
Other Antibacterials 8
Other Beta-Lactam 5
Antibacterials
Quinolone Antibacterials 7
Sulfonamides 6
Tetracyclines 1
Antibiotics and Antibiotics for Topical Use 2
Chemotherapeutics for - "Chemotherapeutics for 1
Determatological Use Topical Use
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Assure Titanium Method Comparison Study Drug Table

: . Number of
Therapeutic Drug Class 2 | Therapeutic Drug Class 3 Patients
Antidiarrheals, Intestinal | Antidiarrheal 10
Inflammatory/Antiinfective | Microorganisms
Agents Antipropulsives 7

Intestinal Adsorbents 1

Intestinal Antiinflammatory 35

Agents

Other Antidiarrheals 2
Antiemetics and Antiemetics and 19
Antinauseants Antinauseants
Antiepileptics Antiepileptics 110
Antifungals for Antifungals for Systemic 1
Dermatologic Use Use

Antifungals for Topical Use 23
Antigout Preparations Antigout Preparations 21
Antihistamines for Antihistamines for Systemic 24
Systemic Use Use
Antihypertensives Antiadrenergic Agents, 5

Generally Acting

Antiadrenergic Agents, 6

Peripherally Acting

Arteriolar Smooth Muscle, 8

Agents Acting on

Other Antihypertensives 1
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Assure Titanium Method Comparison Study Drug Table

Perfusion Solutions

: . Number of
Therapeutic Drug Class 2 | Therapeutic Drug Class 3 Patients
Antiinflammatory and Antiinflammatory and 34
Antirheumatic Products | Antirheumatic Products,

Non-Steroids
Antimycotics for Systemic | Antimycotics for Systemic 5
Use Use
Antiobesity Preparations, | Antiobesity Preparations, 3
Excl. Diet Products Excl. Diet Products
Anti-Parkinson Drugs Anticholinergic Agents 2
Dopaminergic Agents 16
Antiprotozoals Agents Against Amoebiasis 1
and Other Protozoal
Diseases
Antimalarials 5
Antiseptics and Antiseptics and 1
Disinfectants Disinfectants
Antithrombotic Agents Antithrombotic Agents 237
Antivirals for Systemic use | Direct Acting Antivirals 5
Beta Blocking Agents Beta Blocking Agents 147
Beta Blocking Agents and 1
Thiazides
Bile and Liver Therapy Bile Therapy 1
Blood Substitutes and Irrigating Solutions 4
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Assure Titanium Method Comparison Study Drug Table

Therapeutic Drug Class 2 | Therapeutic Drug Class 3 Ngggit;%rtsd
Calcium Channel Blockers | Selective Calcium Channel 16
Blockers with Direct Cardiac
Effects
Selective Calcium Channel 64
Blockers with Mainly
Vascular Effects
Calcium Homeostasis Anti-Parathyroid Agents 1
Parathyroid Hormones and 1
Analogues
Cardiac Therapy Antiarrhythmics, Class | and 10
1l
Cardiac Glycosides 6
Cardiac Stimulants, Excl. 4
Cardiac Glycosides
Other Cardiac Preparations 5
Vasodilators Used in 1
Cardiac Diseases
Corticosteroids for Corticosteroids for Systemic 4
Systemic use use, Plain
Corticosteroids, Corticosteroids, Plain 10
Dermatological
Preparations
Cough and Cold Cough Suppressants, Excl. 16
Preparations Combinations with
Expectorants
Expectorants, Excl. 10
Combinations with Cough
Suppressants
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Assure Titanium Method Comparison Study Drug Table

Therapeutic Drug Class 2 | Therapeutic Drug Class 3 Ngggit;%rtsd
Digestives, Incl. Enzymes | Digestives, Incl. Enzymes 10
Diuretics Aldosterone Antagonists 20
and Other Potassium-
Sparing Agents
High-Ceiling Diuretics 53
Low-Ceiling Diuretics, Excl. 3
Thiazides
Low-Ceiling Diuretics, 45
Thiazides
Drugs for Acid Related Antacids 1
Disorders Drugs for Peptic Ulcer and 133
Gastro-Oesophageal Reflux
Disease (GORD)
Drugs for Constipation Drugs for Constipation 307
Drugs for Functional Belladonna and Derivatives, 4
Gastrointestinal Disorders | Plain
Drugs for Functional 21
Gastrointestinal Disorders
Propulsives 7
Drugs for Obstructive Adrenergics, Inhalants 53
Airway Diseases Other Drugs for Obstructive 54
Airway Diseases, Inhalants
Other Systemic Drugs for 15
Obstructive Airway
Diseases

62 www.arkrayusa.com




Assure Titanium Method Comparison Study Drug Table

: . Number of
Therapeutic Drug Class 2 | Therapeutic Drug Class 3 Patients
Drugs for Treatment of Drugs Affecting Bone 12
Bone Diseases Structure and Mineralization
Drugs Used in Diabetes | Blood Glucose Lowering 359

Drugs, Excl. Insulins
Insulins and Analogues 347
Ectoparasiticides, Incl. Ectoparasiticides, Incl. 1
Scabicides, Insectides, Scabicides
and Repellents
Emollients and Emollients and Protectives 1
Protectives
Endocrine Therapy Hormone Antagonists and 3
Related Agents
Hormones and Related 5
Agents
Gynecological Antiinfectives and Antiseptics, 4
Antiinfectives and Excl. Combinations with
Antiseptics Corticosteroids
Immunosuppressants Immunosuppressants 12
Lipid Modifying Agents Lipid Modifying Agents, Plain 263
Mineral Supplements Calcium 20
Other Mineral Supplements 29
Potassium 24
Muscle Relaxants Muscle Relaxants, Centrally 1
Acting Agents
Nasal Preparations Decongestants and Other 7

Nasal Preparations for
Topical Use
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Assure Titanium Method Comparison Study Drug Table

Drugs

Disorders

: . Number of
Therapeutic Drug Class 2 | Therapeutic Drug Class 3 Patients
Ophthalmologicals Antiglaucoma Preparations 51

and Miotics
Antiinfectives 3
Antiinflammatory Agents 5
Decongestants and 8
Antiallergics
Ocular Vascular Disorder 1
Agents
Other Ophthalmologicals 1
Other Alimentary Tract Other Alimentary Tract and 4
and Metabolism Products | Metabolism Products
Other Mineral Supplements 29
Other Dermatological Other Dermatological 2
Preparations Preparations
Other Drugs for Disorders | Other Drugs for Disorders of 1
of the Musculo-Skeletal | the Musculo-Skeletal
System System
Other Nervous System Drugs Used in Addictive 3

Other Nervous System 1

Drugs

Parasympathomimetics 1
Pituitary and Posterior Pituitary Lobe 1
Hypothalamic Hormones | Hormones
and Analogues
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Assure Titanium Method Comparison Study Drug Table

Therapeutic Drug Class 2 | Therapeutic Drug Class 3 Ngggit;%rtsd
Preparations for Cicatrizants 1
Treatment of Wounds and
Ulcers
Psycholeptics Antipsychotics 16
Anxiolytics 48
Hypnotics and Sedatives 58
Psychonaleptics Anti-Dementia Drugs 12
Antidepressants 147
Psycholeptics and 8
Psychanaleptics in
Combination
Psychostimulants, Agents 13
Used for ADHD and
Nootropics
Sex Hormones and Androgens 6
Modulators of the Genital Estrogens 13
System -
Hormonal Contraceptives 8
for Systemic Use
Other Sex Hormones and 2
Modulators fo the Genital
System
Progestogens 3
Progestogens and 1

Estrogens in Combination

Stomatological
Preparations

Stomatological Preparations
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Assure Titanium Method Comparison Study Drug Table

: . Number of
Therapeutic Drug Class 2 | Therapeutic Drug Class 3 Patients
Throat Preparations Throat Preparations 2
Thyroid Therapy Antithyroid Preparations 6

Thyroid Preparations 9%
Tonics Other Mineral Supplements 29
Topical Products for Joint | Topical Products for Joint 3
and Muscular Pain and Muscular Pain
Urologicals Drugs Used in Benign 40

Prostatic Hypertrophy

Urologicals 18
Vasoprotectives Agents for Treatment of 23

Hemorrhoids and Anal

Fissures for Topical Use

Capillary Stabilizing Agents 1
Vitamins Ascorbic Acid (Vitamin C), 19

Incl. Combinations

Calcium 20

Multivitamins, Combinations 44

Other Plain Vitamin 6

Preparations

Vitamin A and D, Incl. 123

Combinations of the Two

Vitamin B1, Plain and in 7

Combination with Vitamin

B6 and B12

Vitamin B-Complex, Incl. 1

Combinations
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Assure Titanium Method Comparison Medical Conditions Table

Condition Category Condition E/Iltje%]i%gtlscvgnditi on
Auditory Excessive Cerumen 3
Hard of Hearing 19
Ruptured Eardrum 1
Biliary Cholangitis 3
Cholecystectomy 3
Cholecystitis 1
Cholelithiasis 2
Cancer Benign Neoplasm 1
Bone Cancer 1
Brain Cancer 1
Breast Cancer 8
Breast Cancer, Historical 4
Colon Cancer 1
Colon Cancer, Historical 2
Hepatocellular Carcinoma 1
Leukemia 1
Lipoma 2
Liver Cancer 1
Lung Cancer 2
Lymphatic Cancer 1
Meningioma 2
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Assure Titanium Method Comparison Medical Conditions Table

Condition Category

Condition

Subjects w/
Medical Condition

Cancer

Multiple Myeloma

1

Non-Hodgkin's Lymphoma

Pancreatic Cancer

Prostate Cancer

Renal Cancer

Renal Cancer, Historical

Skin Cancer

Skin Cancer, Historical

Throat Cancer

Thyroid Cancer

Thyroid Cancer, Historical

Cardiac

Aortic Aneurysm

Aortic Insufficiency

Aortic Regurgitation

Aortic Stenosis

Arrhythmia

Arteriosclerosis

[CY [ \CY R %= [N N [YJUY) [N O (UG [0 [ Q) (RSN (G [ ) [N [N

Atrial Fibrillation

w
N

Bradycardia

Bundle Branch Block

Cardiovascular Disease

w|lw|lo

68 www.arkrayusa.com




Assure Titanium Method Comparison Medical Conditions Table

Condition Category Condition ’\Sﬂté%ji%gtlscvgn dition
Cardiac Carotid Artery Occlusion 1
Chest Pain 1

Chronic Systolic Heart
Failure

1

Coronary Artery Disease 35
Elevated Troponin 2

Endocarditis 2

Heart Block 2

Heart Disease 7

Heart Failure 4
Heart Murmur 3

Hypertension 248
Hypotension 4

Mitral Insufficiency 1

Mitral Regurgitation 2

Mitral Stenosis 1

Mitral Valve Prolapse 2

Myocardial Infarction 3

Myocarditis 1

Occlusion and Stenosis of 1

Carotid Artery

Palpitations 2
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Assure Titanium Method Comparison Medical Conditions Table

Condition Category

Condition

Subjects w/
Medical Condition

Cardiac

Patent Foramen Ovale

2

Premature Atrial Contraction

1

Premature Ventricular
Contractions

1

Sick Sinus Syndrome

Sinus Node Dysfunction

—

Sleep Apnea

Tachycardia

Tricuspid Regurgitation

Ventricular Arrhythmia

IR NG I

Ventricular Outflow
Obstruction

Dermatological

Abscess

Asteototic Dermatitis

Blepharitis

Dermatitis

Eczema

Erythema

N I N U] [ NCY N (Y 0Y

Foot Complications

Intertrigo

Pruritic Disorder

Pruritus

Psoriasis

Nl =
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Assure Titanium Method Comparison Medical Conditions Table

Condition Category Condition ,\Sﬂt%li%gtlscvgn dition
Dermatological Rosacea 2
Seborrheic Dermatitis 3
Seborrheic Keratosis 4
Skin Complications 21
Skin Infection 3
Skin Ulcer 29
Tinea Pedis 3
Tinea Versicolor 1
Endocrine Adrenal Insufficiency 1
Adrenal Nodule 1
Gynecomastia 1
Gastro-Intestinal Acid Reflux 1
Celiac Disease 1
Colitis 2
Colon Polyp 2
Constipation 68
Diarrhea 15
Diverticulitis 1
Diverticulosis 1
Gastroenteritis 1
Gastroesophageal Reflux 5

Disease
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Assure Titanium Method Comparison Medical Conditions Table

Condition Category

Condition

Subjects w/
Medical Condition

Gastro-Intestinal

Gastrointestinal
Hemorrhage

2

Gastro-Intestinal Problems

34

Heartburn

1

Incontinence

NN
(=]

Indigestion

Irritable Bowel Syndrome

Irritable Colon

Ischemic Colitis

Malabsorption Syndrome

Nausea

Pancreatitis

Peptic Ulcer

Rectal Prolapse

Ulcer

Vomiting

Hepatic

Bilirubinemia

Cirrhosis

Elevated INR

Fatty Liver

Hepatitis

Hyperbilirubinemia

[\CY NN I O [N [N [N (93} [N NG P30T I O Y- ) (RSN NG NG B Y N0
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Assure Titanium Method Comparison Medical Conditions Table

Condition Category

Condition

Subjects w/
Medical Condition

Hepatic

Hypoalbuminemia

7

Liver Dysfunction

Subtherapeutic INR

Supratherapeutic INR

Transaminitis

Hormonal

Hyperprolactinemia

Hypogonadism

Polycystic Ovarian
Syndrome

2
1
1
1
1
3
2

Immune

Arthritis

12

Bacteremia

Bacterial Infection

Candida Infection

Cellulitis

Cold Sores

Crohn's

Eosinophilia

Fever

~N| == | w|w| =

Gout

Herpes Zoster

Idiopathic
Thrombocytopenic Purpura
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Assure Titanium Method Comparison Medical Conditions Table

Condition Category

Condition

Subjects w/
Medical Condition

Immune

Immunodeficiency

1

Immunosuppression

1

Joint Inflammation

—

Leukocytosis

—
o

Leukopenia

Lichen Planus

Lymphadenitis

Lymphedema

Myasthenia Gravis

Myelodysplastic Syndrome

Oligoarthritis

Onychomycosis

Paronychia

Photosensitivity

Plantar Fasciitis

Polymyalgia Rheumatica

[ \CY [N N Ny (30 N (RN I O (PN [N (DI [N

Rheumatoid Arthritis

—
o

Sepsis

Septic Arthritis

Sjogrens Syndrome

Verruca

R N N I O
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Assure Titanium Method Comparison Medical Conditions Table

Condition Category Condition E/Iltje%]i%gtlscvgnditi on

Lipid Disorder Dyslipidemia 1"
Hyperlipidemia 126

Metabolic Diabetic Ketoacidosis 1
Gestational Diabetes 1
Hemochromatosis 1
Hereditary Coproporphyria 1
Hypercalcemia 4
Hypercholesteremia 2
Hypercholesterolemia 1
Hyperglycemia 2
Hyperkalemia 6
Hypernatremia 3
Hyperuricemia 1
Hypocalcemia 1
Hypoglycemia 5
Hypokalemia 16
Hypomagnesemia 6
Hyponatremia 13
Malnutrition 15
Microalbuminuria 1
Obesity 12
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Assure Titanium Method Comparison Medical Conditions Table

Condition Category

Condition

Subjects w/
Medical Condition

Metabolic

Tumoral Calcinosis

1

Vitamin Deficiency

42

Weight Gain

5

Weight Loss

19

Musculoskeletal

Achalasia

1

Bursitis

Cervical Spondylosis

Contracture

Degenerative Disc Disease

| =] wfw

Degenerative
Spondylolisthesis

Dysarthria

Dystonia

Esophageal Dysmotility

Hernia

Kyphosis

Leg Cramp

el SN B | I I Y )

Monoclonal Gammopathy of
Unknown Significance

Muscle Spasms

Muscle Weakness

Muscular Dystrophy

oI N
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Assure Titanium Method Comparison Medical Conditions Table
Condition Category Condition ,\Sﬂté%]i%gtlscvgn dition
Musculoskeletal Myalgia 1
Myositis 1
Osteoarthritis 36
Osteomyelitis 6
Osteopenia 3
Osteoporosis 24
Pancytopenia 3
Polyarthralgia 2
Scoliosis 2
Spinal Stenosis 15
Temporomandibular Joint 1
Syndrome
Tendinitis 2
Neurological Agitation 2
Alzheimer's 14
Amnesia 1
Anorexia 4
Anxiety 27
Autonomic Neuropathy 1
Bipolar Disorder 2
Carpal Tunnel 3

www.arkrayusa.com 77



Assure Titanium Method Comparison Medical Conditions Table

Condition Category

Condition

Subjects w/
Medical Condition

Neurological

Cervical Radiculopathy

1

Cervicalgia

1

Chronic Hypomanic 1
Chronic Pain 60
Claustrophobia 1
Cognitive Impairment 29
Concussion 1
Cord Compression 1
Delirium 12
Delusions 2
Dementia 32
Depression 45
Diplegia 1
Dizziness 6
Dysautonomia 1
Dysphagia 27
Dysphonia 1
Dysthymia 1
Encephalopathy 12
Essential Tremor 2
Excoriation 1
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Assure Titanium Method Comparison Medical Conditions Table

Condition Category Condition E/Iltje%]i%gtlscvgnditi on

Neurological Fibromyalgia 2
Globus Sensation 1
Hallucinations 2
Headache 1
Lumbar Radiculopathy 2
Memory Issues 2
Migraine 2
Mood Disorder 1
Motor Skill Impairment 1
Myoclonus 1
Narcolepsy 1
Neuralgia 2
Neurologic Neglect 1
Syndrome
Neuropathy 98
Nicotine Addiction 1
Obsessive Compulsive 1
Disorder
Orthostatic Hypertension 1
Orthostatic Hypotension 1
Palsy 1
Panic Attacks 1
Parkinson's 7
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Warranty Information

Warranty

The manufacturer warrants that the Assure Titanium Blood
Glucose Meter shall be free of defects in material and
workmanship in normal use for a period of three years.

The meter must have been subjected to normal use. The warranty
does not cover improper handling, tampering, use or service of the
meter.

Any claim must be made within the warranty period. The
manufacturer will, at its discretion, repair or replace a defective
meter, or meter part that is covered by this warranty.

As a matter of warranty policy, the manufacturer will not reimburse
the purchase price.

Obtaining Warranty Service
To obtain warranty service, you must return the defective
meter or meter part along with proof of purchase.

Returns

For instructions on how to return your meter, contact
ARKRAY Technical Customer Service: 800.818.8877, 24 hours a
day, 7 days a week.

Meters returned without this authorization will not be accepted.
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Assure Titanium

BLOOD GLUCOSE MONITORING SYSTEM

Manual del usuario

Para el uso en varios pacientes en entornos de atencion médica profesional
Solo diagnostico in vitro Solo para uso con receta médica (solamente Rx)
Estado de CLIA: Exento



Bienvenido al sistema de c(:@ontrol de
glucosa en sangre Assure™ Titanium

Gracias por elegir el sistema de control de glucosa en sangre
Assure™ Titanium.

El sistema proporciona a los operadores de los puntos de atencion
sanitaria un control de la glucosa en sangre in vitro (es decir, fuera del
cuerpo) sequro, rapido y practico. Se pueden obtener resultados precisos
en solo siete segundos con una pequefia muestra de sangre (0,5 pL).

Assure® Titanium es una prueba exenta de CLIA, y se requiere un
Certificado de exencidn para realizar la prueba en un entorno exento.

Los laboratorios con Certificado de exencién deben seguir las
instrucciones del fabricante para realizar la prueba.

Para obtener un Certificado de exencién de CLIA:

Complete el formulario de solicitud CMS-116 y envielo por correo a
la direccion de la Agencia Estatal local del estado en el que esté
ubicado su laboratorio.
https:/lwww.cms.gov/Regulations-and-Guidance/Legislation/CLIA/

How to_ Apply for a CLIA Certificate_International_Laboratories.html
https://www.cms.gov/Regulations-and-Guidance/Legislation/
CLIA/State_Agency_and_Regional_Office_CLIA_Contacts.html

Fabricado para

ARKRAY, Inc.

Yousuien-nai, 59 Gansuin-cho
Kamigyo-ku, Kyoto 602-0008, JAPAN

Apoyo de EE. UU.

800.818.8877

www.arkrayusa.com
Servicio técnico de atencion al cliente de ARKRAY
800-818-8877
las 24 horas, los 7 dias de la semana.

© Todos los derechos reservados.
(83-09137A) PIN 83-09952A Rev. 04/25
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