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Introduction

The Assure” Prism multi Blood Glucose Monitoring System is intended for the quantitative
measurement of glucose in fresh capillary whole blood samples drawn from the fingertips
and alternative sites such as the forearm, palm, thigh and calf.

Alternative site testing should be used only during steady-state blood glucose conditions.
The system is intended for use outside the body (in vitro) and is intended for multiple-patient
use in a professional healthcare setting, as an aid to monitor the effectiveness of diabetes
control. This system is only to be used with an auto-disabling, single-use lancing device. It is
not intended for use on neonates and is not intended for the diagnosis or screening of diabetes.

This comprehensive manual has been designed to be a thorough reference source for the
Assure Prism multi Blood Glucose Monitoring System and includes:

¢ Product operations

e Training and in-services

¢ Guidelines for policies and procedures

e Quality Assurance/Quality Control (QA/QC) programs
e Reviews of regulatory materials

All of these materials have been designed to assist you in meeting the necessary
requirements for various certification programs and agencies.

We trust that this Quality Assurance/Quality Control manual will provide you with the needed
support tools for your blood glucose monitoring program. If you have any questions after
receiving the manual, please call ARKRAY’s Customer Service Department at 800.818.8877,
24 hours a day, 7 days a week, USA and Canada.
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System Components

ASSURE PRISM MULTI BLOOD GLUCOSE METER

Test Strip Port
Insert test strip here

Backlight Button —
Turns the backlight on/off Assure’Prism am —— Test Strip Ejector
(15-second duration)

Display

Shows results, messages
(@ Button
Selects or changes information,
marks control solution test
results and scrolls through

cﬁ (® Button
memory results Selects or changes information

Data Transmission Port ] (@ Button

Used to transfer data Turns the meter on/off and
from the meter to a confirms menu selections
computer with a cable

ORDERING DETAILS
ARKRAY Product Code # 530001 NDC # 08317-5300-01
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METER DISPLAY SCREEN

Appears when test results stored in the Appears only when the sound
memory are displayed ‘ is set to OFF
Appears when the time alarm alarm mem [(]1)I check Appears when the test
result is saved as a control
solution test

has been set ‘ ‘ " . ‘
Indicates a low battery ' ' ' ‘ T
t result displ I
'.' est result displaying pane
Appears when the temperature ﬁ 1? mmol/L mg/dL

is displayed

0 N'l VI IDAY |0 00 1) 1AM
, . 200207120020 ave 20 0020 10 P
Appears during post-meal testing and
when post-meal test results are displayed Date/ Time
Temperature

Indicates meter is ready for testing

NOTE

e |t is recommended to check if 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.

e The unit of measurement for your Assure Prism® multi Blood
Glucose Meter is preset and fixed in mg/dL.
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ASSURE PRISM MULTI BLOOD GLUCOSE TEST STRIPS

The Assure Prism multi Blood Glucose Monitoring System measures blood glucose quickly
and accurately. It automatically absorbs the small blood sample applied to the narrow edge

of the strip.
Contact Bars

Confirmation Window Gently push the test strip, with its contact bars
Check here to see facing up, into the test strip port of the meter.
whether sufficient blood
sample has been applied. Insert ‘
Edge to Apply Blood Sample
- Apply blood sample here for testing.

SAFETY INSTRUCTIONS FOR USING TEST STRIPS

e All components that come into contact e Store test strips in a cool and dry place at a
with blood samples should be considered temperature of 34-86°F (1-30°C).
biohazards capable of transmitting * Keep test strips away from direct sunlight
viral diseases between patients and or heat and do not freeze.

healthcare professionals.

e Assure® Prism multi Blood Glucose Test Strips
should be used only with fresh capillary whole
blood samples.

® Do not reuse test strips.

e Do not use Assure Prism multi Blood Glucose
Test Strips beyond the expiration date as this
may cause inaccurate results.

e |f the test strips are used and stored
according to its storage and handling
methods, test strips in new, unopened vials

e Only store test strips in the original vial.

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

e Handle test strips with clean and dry hands.
¢ Do not bend, cut or alter test strips in any way.

e For detailed storage and usage information,
refer to the Assure Prism multi Blood
Glucose Test Strips package insert.

e Keep the meter and testing supplies away
from young children.

and open vials can be used up until the e The test strip via! qontains drying agents
expiration date printed on the test strip box that are harmful if inhaled or swallowed,
and vial label. and may cause skin or eye irritation.

INDIVIDUALLY WRAPPED TEST STRIPS

When using the individually wrapped test strips:
e Check the expiration date on the rear side.

e Tear off the individual wrap on the notch,
take the test strip out and use it immediately.

NOTE

¢ The control solution ranges for the
individually wrapped test strips are printed
on the test strip box.

Ordering Details

ARKRAY Product
Product Description Code # NDC #
Assure Prism multi Blood Glucose Test Strips 50 count 530050 08317-5300-50
Assure Prism multi Blood Glucose Test Strips 100 count 530100 08317-5301-01
Assure Prism multi Blood Glucose Test Strips Foil-wrapped 50 count | 532050 08317-5320-50 3
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ASSURE PRISM CONTROL SOLUTION

J

Ordering Details

AT

ssure’Prism «

ARKRAY

Product Description Product Code # | NDC #

Assure® Prism Control Solutions Control 1 and 2 | 530006 08317-5300-06

Assure Prism
Control Solution

METER SPECIFICATIONS

For additional information refer to the Assure Prismm multi
Blood Glucose Monitoring System User Manual.

Product Specifications

Test strips Assure Prism multi Blood Glucose Test Strips
Measurement range 20-600 mg/dL

Sample size Minimum 0.5 pL

Test time 5 seconds

Sample type Fresh capillary whole blood

Calibration Plasma-equivalent

Assay method Electrochemical

Battery life 1,000 tests

Power Two 3.0 lithium batteries (disposable, type CR2032)
Memory 500 test results

Size 93 x b6 x 21 mm (3.66 x 2.20 x 0.83 in.)
Weight 59.6 g (2.10 oz) (with batteries)

Operating Ranges

Temperature 50-104°F (10-40°C)

Relative humidity 10-90%

Hematocrit 20-60%

Altitude 10,000 ft (3,048 meters)

Unit of measurement mg/dL




Meter Operation and Set-up

METER SET-UP

You should check and update the meter settings such as time and date before using your
meter or after changing the meter batteries. Press and hold the ® button for 3 seconds to
enter the SET mode. Whenever you want to complete the settings and exit from the SET
mode, press and hold the ® button for 3 seconds again. Press « or P to reach the accurate

value. Press and hold d to scroll faster.

Adjusting the Date and Time
Step 1: Entering the SET Mode

Press and hold the @ button for 3 seconds. After all the segments flash across
the screen, SET will be displayed on the screen. Press the ® button again to
progress to the next step.

Step 2: Setting the Year

Press <« or > until the correct year appears. Press and hold < button to scroll
through the numbers quickly. After setting the year, press the ® button to
confirm your selection and progress to the next step.

Step 3: Setting the Month

A number indicating the month will be blinking on the left corner of the screen.

Press d or > until the correct month appears. Press the ® button to confirm
your selection and progress to the next step.

Step 4: Setting the Date

Press d or P until the screen displays the correct date. Press the
® button to confirm the date and progress to the next step.

Step 5: Setting the Time Format

The meter can be set in the AM/PM, 12-hour or the 24-hour clock
format. Press € or P to select a format. The AM/PM is not displayed
in the 24-hour format. After selecting the format, press the ® button
to progress to the next step.

Step 6: Setting the Hour

Press d or » until the correct hour appears. After the hour is set, press
the ® button to progress to the next step.

Step 7: Setting the Minute

Press < or > until the correct minute appears. After setting the minute,
press the ® button to progress to the next step.
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Step 8: Setting the Sound On/OFF

On pressing dor P, the screen will display On or OFF. Press the
@ button to confirm the selection.

The meter will beep in the following instances if set to On:

¢ \When you press the @ button and/or » button to turn on the
meter or to set the alarm.

* \When the test strip is inserted in the meter.

® \When the blood or control solution sample is absorbed into
the test strip and the test starts.

¢ \When the test result is displayed.
If the sound is set to OFF, none of the sound functions will work.

MCe
LI
1 |bE}F’

NOTE
e I symbol is displayed only when the sound is set to OFF.

® Press and hold « button to quickly scroll through the numbers.

e At any stage, press the ® button for 3 seconds to exit SET mode and turn off the meter.

NOTE

not related to a specific patient.

¢ |[n a multi-patient setting, we do not recommend using the memory feature including
post-meal alarms, pre-set blood glucose or averaging. Results stored in the memory are
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PERFORMING A BLOOD GLUCOSE TEST B

CAUTION

Before performing a blood glucose test, observe the following
safety precautions:

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

e Before testing each patient, a new pair of clean gloves should be worn by the user.

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

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

e After use on each patient, the meter should be cleaned and disinfected.
See the Cleaning and Disinfection section on page 14.

For more information, please refer to the following guidelines:
Preparing the Lancing Device

1. “Biosafety in Microbiological and Biomedical Laboratories (BMBL)",
www.cdc.gov/biosafety/ publications/bmblb/

2. "Protection of Laboratory Workers From Occupationally Acquired Infections; Approved
Guideline-Third Edition” Clinical and Laboratory Standards Institute (CLSI) M29-A3.

A lancing device is needed 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 medical distributor or by telephone from the manufacturer.

Please read the instructions provided by the lancing device
manufacturer before using the device.
Step 1 4

Wash hands and the sample site with soap and warm water. \ S
Rinse and dry thoroughly.

Wear appropriate protective gear such as disposable gloves.

Preparing the Meter and Test Strip

Step 2

With the contact bars facing up, insert a
test strip into the meter's test strip port.

Push the strip gently into the strip port until the meter automatically turns on
and the & symbol appears.
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Applying the Blood Sample
Step 3

Obtain a blood sample using a lancing device.
Place the lancing device against the sampling site
in the direction of the arrow. The best puncture
sites are areas on the middle or ring fingers.
Remove the device from the finger.

Wiait a few seconds for a blood drop to form. A minimum volume
of 0.5 microliter is needed to fill the confirmation window.

Step 4

After the & symbol appears on the screen, apply the blood sample to
the narrow end of the test strip until the meter beeps.

If the confirmation window is not filled in time because of abnormal
viscosity or insufficient volume, an Er4d message may appear.

/)
Approximate
Size

. . . -
It is 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. @C
n

NOTE Good Insufficient

Sample Sample

e The meter will switch off if the blood sample is not applied within
2 minutes of the & symbol appearing on the screen. If the meter
turns off, remove the strip, reinsert it, and start from Step 2.

Step 5

The test result will appear after the meter counts down from 5 to 1.
The result will be automatically stored in the meter's memory.

Step 6

Slide the ejector button on the right side of the meter to safely discard
used test strips in a disposable container.

If the test strip is removed, the meter will automatically turn off after
3 seconds.

Turning On the Backlight

When the meter is on, pressing the backlight
button powers on the display backlight.

The backlight will turn off after 15 seconds
or when you press the backlight button again.




PERFORMING A CONTROL SOLUTION TEST

You should check your meter and test strips using Assure Prism Control ‘ l
Solutions (Control 1 and 2). Assure Prism Control Solutions contain known =

os
amounts of glucose and are used to check that the meter and the test strips il

are working properly. The test strip vials have Assure Prism Control Solution
ranges printed on the labels.* Compare the result displayed on the meter to
the Assure Prism Control Solution range printed on the test strip vial or on
the individually wrapped test strip box. Before using a new meter or a new
vial/box of test strips, you should conduct a control solution test following
the procedure with two different levels of solutions (Control 1 and 2).

—
ssure*Prism

* For the individually wrapped test strips, Assure Prism Control Solution ranges are printed on the boxes.

NOTE
e Use Assure Prism Control Solutions only.

e Check the expiration dates printed on the bottle. WWhen you first open a control solution
bottle, record the discard date (date opened plus three [3] months) in the space
provided on the label.

e Make sure your meter, test strips and control solutions are at room temperature before
testing. Control solution tests must be done at room temperature 68-77°F (20-25°C).

¢ Before using the control solution, shake the bottle, discard the first 1 or 2 drops and
wipe the top of the control solution cap clean.

e Close the control solution bottle tightly and store at a temperature of 46-86°F
(8-30"C).

You should do a control solution test:

e To practice the test procedure using the control solution instead of blood.

e \When using the meter for the first time.

e \Whenever a new vial of test strips or box of individually wrapped test strips is opened.

e |f the meter or test strips do not function properly.

e |f the patient’s symptoms are inconsistent with the blood glucose test result and you feel
that the meter or test strips are not working properly.

e |f the meter is dropped or damaged.

Assure Prism Control Solution Testing
Step 1

Insert a test strip into the meter’s test strip port, with the contact bars
facing upwards.

Gently push the test strip into the test strip port until the meter beeps.
Be careful not to bend the strip while pushing it in. The & symbol will
be displayed on the screen.

SECTION
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Step 2
Shake the Assure Prism Control Solution bottle well before each test. E

Step 3 :
Remove the cap and squeeze the bottle to discard the first 1 or 2 drops. Ill\llllmlll
Apply one drop of control solution to the top of the control solution cap. —

Step 4 F
After the & symbol appears on the display, apply the solution to the narrow 7

edge of the test strip until the meter beeps. Make sure the confirmation
window fills completely. _l

-l

NOTE

e The meter will switch off if the control solution sample is not applied
within 2 minutes of the & symbol appearing on the screen. If the
meter turns off, remove the strip, reinsert, and start from step 2. f

Step 5
A test result will appear after the meter counts down from 5 to 1.

i'li‘
"l d

After your control solution result appears on the display, press d for — ',
3 seconds until “check” appears on the display. 0924 1237

When “check” is displayed, the result is stored in the meter's memory
but it is not included in the averages. @@ °

Compare the result displayed on the meter to the range
printed on the test strip vial or on the individually wrapped
test strip box. If the result falls within the specified range,
you are ready to use the meter and test strips to test »
with blood.

Step 6

Remove the used test strip from the meter's test strip port.
The meter will turn off automatically. Used test strips should
be safely discarded in disposable containers.

Control Solution Range
Control 1:
Control 2:

CAUTION NOTE
¢ The ranges printed on the test strip vial ¢ Assure Prism Control Solution can
or on the individually wrapped test strip be purchased from your local supplier
box are for the Assure Prism Control or pharmacy. If they do not stock it,
Solutions only. They do not have any contact ARKRAY Customer Service at
connection to blood glucose level. 800.818.8877, 24 hours a day, 7 days a
week, USA and Canada.
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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 or on the individually wrapped test strip box. 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

© When the control solution bottle was not shaken well.

e \When the meter, test strip or the control solution were exposed to high or low temperatures.

e When the first drop of the control solution was not discarded or the top of the cap was not wiped clean.
© When the meter is not functioning properly.

Repeat the control solution test.

e When the control solution is past the expiration date printed on the bottle. Discard the used control solution
e When the control solution is past its discard date (the date the bottle was opened plus three [3] months). | and repeat the test using a new
e \When the control solution is contaminated. battle of control solution.

If results continue to fall outside the range printed on the test strip vial or on the idividually
wrapped test strip box, the test strip and meter may not be working properly. Do not use your
system and contact Customer Service at 800.818.8877, 24 hours a day, 7 days a week, USA
and Canada.
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METER MEMORY

The Assure Prism multi Blood Glucose Meter can save up to 500 test results with time, date
and temperature. If the memory is full, the oldest test result will be deleted and the latest test
result will be stored.

NOTE

¢ |n a multi-patient setting, we do not recommend using the memory feature including
post-meal alarms, pre-set blood glucose or averaging. Results stored in the memory are
not related to a specific patient.

Viewing Test Results

-, W

Step 1 The number of ‘ " ‘
tests within ". ‘ ‘

Press the P or ® button to turn the meter on. The the current day S
current date and time will be displayed on the bottom 0 .'ML‘:"ML

of the screen followed by the 1-day average value
and the number of the test results saved within the
current day.

Step 2

Use the d button to scroll through the test results,
starting from the most recent and ending with the
oldest. The test date and the recorded temperature will
display alternately.

» button

—>

f
I

e
<« hutton s
0803 1203

Press the P to return to the results seen previously.
After checking the stored test result, press the ® button to turn off the meter.

NOTE

e The control solution test results saved with the “check” symbol will be displayed with
the “check” symbol when you review the stored test results.




INSERTING OR REPLACING THE BATTERIES

The Assure Prism multi Blood Glucose Meter uses two 3.0 V lithium batteries. Before using

the meter, check the battery compartment and insert batteries if empty. \When the -l

symbol appears on the display 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 run out.

Step 1 P
Make sure the meter is turned off. Push the cover in the direction of the . o
arrow to open the battery compartment.

Step 2 ‘

To remove the used batteries, place your finger under each battery and
pull upward. Insert two new batteries with the + side facing up and
make sure the batteries are inserted firmly.

Step 3

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

NOTE

e Removing the meter batteries will not affect your stored results. You may, however,
need to reset your meter settings.

SECTION
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CLEANING AND DISINFECTING THE METER

To minimize the risk of transmitting blood-borne pathogens, the cleaning and disinfection
procedure should be performed as recommended in the instructions below.

The meter should be cleaned and disinfected after use on each patient. The Assure
Prism multi Blood Glucose Monitoring System may only be used for testing multiple patients
when standard precautions and the manufacturer’s disinfection procedures are followed.

Cleaning and Disinfection

The cleaning procedure is needed to clean dirt, blood and other bodily fluids off the
exterior of the meter before performing the disinfection procedure.

The disinfection procedure is needed to prevent the transmission of blood-borne pathogens.

A variety of the most commonly used EPA-registered wipes have been tested and approved
for cleaning and disinfecting of the Assure Prism multi Blood Glucose Monitoring System.
The disinfectant wipes listed below have been shown to be safe for use with this meter.
Please read the manufacturer’s instructions before using their wipes on the meter.

Manufacturer Disinfectant Brand Name EPA #
Clorox® Germicidal Wipes 67619-12
Clorox® Professional Products Company Dispatch® Hospital Cleaner 56392-7

Disinfectant Towels and Bleach

Professional Disposables International, Inc. (PDI) | PDI® Super Sani-Cloth® Germicidal | 9480-4
Disposable Wipe

Metrex® Research CaviWipes1™ 46781-13

e A list of Environmental Protection Agency (EPA) registered disinfectants effective against HIV,
hepatitis B and hepatitis C viruses can be found at the following website:
www.epa.gov/oppad001/list_d_hepatitisbhiv.pdf

Go to www.arkrayusa.com/diabetes-management/disinfect for the most up-to-

date information on approved cleaning and disinfecting procedures and materials for
ARKRAY meters. If you have any questions, please contact our Technical Customer Service
department at 800.818.8877, 24 hours a day, 7 days a week, USA and Canada.

Cleaning and Disinfecting Procedures

NOTE

* Do not get fluids inside the meter through the test strip port, data port or battery
compartment.

e Never immerse the meter or hold it under running water because it will damage the meter.

e Two disposable wipes will be needed for each cleaning and disinfecting procedure; one
wipe for cleaning and a second wipe for disinfecting.

More information is available at:
e www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/index.html
e www.cdc.gov/injectionsafety/blood-glucose-monitoring.html
e www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm224025.htm
e www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html
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Cleanin S
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Step 1: Wear appropriate protective gear such
as disposable gloves.

Step 2: Open the towelette container and pull out

e - ‘, @ —
1 towelette and close the lid. /j | ¥
. . . 25) 0@0 (N
Step 3: Wipe the entire surface of the meter 3 times ’

. . . . Front Back Both sides
horizontally and 3 times vertically using 1 o
towelette to clean blood and other body fluids. :
Step 4: Dispose of the used towelette in a trash bin.
NOTE
e No actual drying of the meter is necessary before starting the disinfecting procedure.

Disinfecting (The meter should be cleaned prior to disinfection.)

Step 5: Open the towelette container and pull out 0
1 towelette and close the lid.

Wﬁ

Step 6: Wipe the entire surface of the meter 3 times

horizontally and 3 times vertically to remove ~ ®) [
blood-borne pathogens. / ‘
. . . °0 o@o

Step 7: Dispose of the used towelette in a trash bin. ’

Front Back Both sides

Step 8: Allow exteriors to remain wet for the appropriate
contact time and then wipe the meter using a
dry cloth.

Disinfectant Brand Name | Contact Time
Clorox Germicidal Wipes 1 minute
Dispatch Hospital Cleaner

Disinfectant Towels and Bleach 1 minute
Super Sani-Cloth Germicidal 2 minutes
Disposable Wipe

CaviWipesT 2 minutes

Step 9: After disinfection, the user’s gloves should
be removed and thrown away. Wash hands
before proceeding to the next patient.

If any of the following deterioration signs appear after cleaning or disinfecting, please stop
using the system and contact Customer Service at 800.818.8877, 24 hours a day, 7 days a
week, USA and Canada.

¢ \When the inscriptions on the exterior of the meter have been removed.
¢ \When the color of the meter has changed or faded.

® \When cracks or roughness develop on the meter.

* \When a part of the segment on the meter display does not flash.
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TROUBLESHOOTING
B Display Screen Messages

Please read this section first. If you still have questions, call Customer Service at
800.818.8877, 24 hours a day, 7 days a week, USA and Canada only. If outside of the
USA or Canada, contact your local ARKRAY distributor. Contact your healthcare professional
if you cannot reach Customer Service. Do not send your meter to ARKRAY or your local
dealer without first calling to get approval to do so.

HI and Lo Messages
The meter displays results between 20-600 mg/dL.

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

mg/dL

If “HI" is displayed again upon retesting, please contact the patient’s ngoy 1237,
——

healthcare provider immediately.
Lo Message (R
“Lo” appears when a test result is less than 20 mg/dL and indicates severe —
hypoglycemia (very low glucose levels). '. ..‘

mg/dL

09-24 123

If “Lo” is displayed again upon retesting, please contact the patient’s
healthcare provider immediately.

NOTE

e |[f messages for hyperglycemia or hypoglycemia are displayed, even if the
patient does not have those conditions, please contact Customer Service at
800.818.8877, 24 hours a day, 7 days a week, USA and Canada.

Error Messages '

Er1: A used test strip was inserted.
Repeat the test with a new test strip.

e
-

Er2: The blood or control solution sample was applied before the
4 symbol appeared.

Repeat the test with a new test strip and wait until the & symbol
appears before applying the blood or control solution sample. )

e
-
e

Erd: The blood sample has abnormally high viscosity or insufficient
volume. Repeat the test with a new test strip.

reve
—
sl

Er5: This error message may appear when the wrong blood glucose test
strip is used instead of an Assure Prism multi Blood Glucose Test Strip.
Repeat the test with an Assure Prism multi Blood Glucose Test Strip.

e
—
LS

Er6: There is a problem with the meter.
Do not use the meter. Contact Customer Service at 800.818.8877, 24 hours a
day, 7 days a week, USA and Canada.

e
=
()
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HiF: The temperature during the test was above the operating range.

Move to an area where the temperature is within the operating range
(50-104°F/10-40°C) and repeat the test after the meter and test strips
have reached a temperature within the operating range.

LoF: The temperature during the test was below the operating range.

Move to an area where the temperature is within the operating range
(50-104°F/10-40°C) and repeat the test after the meter and test strips
have reached a temperature within the operating range.

~——o

( EEEEER)
Low batteries. "" .'
If the <O symbol appears on the display while the meter is in use, the " ' -‘
batteries should be replaced as soon as posible. The test results may not be -
saved if the batteries run out. D9ET 123

e —

NOTE

e |f the error messages persist, please contact Customer Service at
800.818.8877, 24 hours a day, 7 days a week, USA and Canada.

General Troubleshooting

Problem Troubleshooting

The display is blank | ® Check whether the test strip is inserted with the contact
even after inserting a bars facing up.

test strip. e Check if the strip has been inserted completely into the test
strip port.
e Check if the appropriate test strip was used.
e Check if the batteries are inserted with the “+"” side facing up.
¢ Replace the batteries.
The test does not e Check if the confirmation window is filled completely.

start even after
applying the blood
sample on the strip.

¢ Repeat the test after inserting a new test strip.

The patient’s test e Repeat the test after inserting a new test strip.
result does not match

X e Check the expiration date of the test strip.
their symptoms.

e Perform control solution test.

NOTE

e |f the problem is not resolved, please contact Customer Service at
800.818.8877, 24 hours a day, 7 days a week, USA and Canada.




SG10¢/11 GA3Y 72003N9d
SO-LLG N/
U1 VSN AVHIHY G102 @

wod esnAenpemmm
VSN 6EYSG NIN ‘stfodeauuiy

‘oul'dsn ReJHJe
110§ paInjoeynueyy

asuodsal [eaipaw Aouabiawsa 1o sapiaoid aieayjeay sualied ayy ynsuod ‘fousbiawa Jo ased u|

epeue) pue s
185 18L0ISNY 10102 ‘SIUBLIWO / SUopsanb 1o

“f0am e skep / ‘Aep & sInoy y7 °//88'818°008 18 80

185 ‘01S:(LJ8e ‘510 Aenuer ‘aiey
sajaqgelq , 'GL0Z - Selaqei( Ul 81e] [22Ipay JO SPJEPUBLS,, “UOIIBI0SSY S81agel( UBdLaWY |

ERIEYETEN]
91°¢ 01 dn Jo UoNeLIEA B PN0J 83U 1BYL SMOYS ApNIS SIy|
%1T=NJ P/BUgLZE “Bre jonuog
%€T=N /bWl “Bre joauog
p/bw g = as p/bwzge Bae jonuoy
uo/sioaid (210
%LT=N p/Bw 9'6rE Bae poojg
%L€=Nd /6w 610 “Bie pooig
%97=N) /6w g6zl “Bae pooig
p/bw gz = as p/bw gL Bne poojg
Tp/bw gl =as AWy Ly bne poojg
uolsiaald uny uiyum
"Ao1eloge) e uj pawiopad aiem saIpnis UoISIdald
uoisioald
(%0011 96/9G | (%9v6)95/€5 | (%8'9L)95/er | (%62v) 95/vT ICH)
(%0011 95/95 | (%v'96) 95/vG | (%9'82)95/vy | (%2'8v) 96/L2 ybiyL
(9001) 96795 | (%1'96) 95/vS | (%626 95/2G | (%v'SS) 96/L€ Ujed
(%001)95/95 | (%001)95/95 | (%626)95/2G | (%L 'LS) 96/2€ wiealog
(%001) 95/95 | (%2'86)95/5G | (%1'16)95/1S | (%L'09) 86/vE dabuly
%0 F UM | %GLF UMM | %0LF UMM | %G F UM
7p/Bw G/ = uol1LIIUBIU0I BS09N|B 10} S1NSBI 158} YIS BAllRUIB)Y
(%001) 2/2 (%001) 2/2 (%0°08) 2/1 [EN)
(%001 2/2 (%001 2/2 (%0081 2/1 ybIyL |
(%001)z/2 (%001) 2/2 (%008) Z/1 ied
(%001 2/ (%001 2/ (%0011 2/2 wieaiog
(%001) z/2 (%001) 2/2 (%00L) /2 dpJebuiy
W/Bw g Fuum [ 1p/Bw oL F Ui Tp/Bw G F unm

p/Bul G/ > uoneNUaIU0d B8S0IN|B 10§ SYNS8I 158} BYIS BARUISYY
1S1UBWBINSEBW [SA JO SINS8I 8Y} 011980581 LIIM |SY SNOLIEA 4O UOSEdWo] o
uonenjeny Bunsa] ayg aAneusa)y

poyaw Aloleloge| e Yl [|am saledwod WalsAs ayl 1eyl SMoys Apnls siy|

*xoq dus 1581 ay1 uo pajund ale sduis

1581 paddesm Ajjenpiaipul sy Joj saBues uonn|os [011U0D Y] ‘810N
Ajateipawiwi 11 asn pue

1n0 duis 1581 81 8e1 ‘4a1ou 8y} uo desm [eNpIAIPUI U} 110 Je3) e

apIs Jeal U1 Uo 81ep dxs U1 %93YJ e

‘sdi1s 1581 paddeim Ajjenpiaipur Buisn usym

dIYLS 1S31 a3ddV4M ATIVNAIAIONI

6rl 9| :swusipaibul Jaylg

Bri /Gy :8pliojya (jjj)wniusyinisuiweexsy

s|un /°z :( ds snybiadst) asepixo 8s0an|n

:sjuabeal Buimojjo 8L suleIL0D dL1S 158) NINW WSl ¢BINSSY Yoe3

NOILISOdINOI TVIIINIHD

epeue)
pue s eam e skep / Aep e sinoy vz *//88'818 008 1e 8AIASS JaWi0ISN] 198100 pue Walshs
1noA asn 1ou op ‘os J| Apadoid Buryiom ag 10u Aew Jajaw 8y} pue sdLIs 1581 iNW WSl ,8INssY 8y}
‘yoq dins 1se1 paddesm Aflenpiaipur 1o et aup uo paluuid aBuel syl apisINo ||} 01 8NUNUOD SYNSal J|

ues|o dea anoq ay1 Jo dol ay1 adim pue uonN|os [011U0D Jo doip 1Sily B PIEISIP 01 AINjES o
8[110q UON|OS 012U 3YY 8eyS 01 &IN|E4 o

dus 1581 pabewep o palidx3 e

UO1INOS [02JUD PAIEUILIEILOD JO PaldXT e

1581 8y Buwioped Ul 10113 @

s1019} Buimoj o} sy1

10 8J0W J0 3Uo 01 8np aq Aew synsal aBuel Jo 1nQ 1581 8y} 1eadal ‘xoq dias 1581 paddesm Ajjenpiaipu
10 [eIn duns 1581 8y uo payunid aBuel 8y} UILYIM |[21 10U OP S1NS8I 1581 UOIN|OS [01U0D INOA J|

Ja18w ayy abewep o doig o

Apadoud Bujwioyiad 10u a1e sdis 1581 pue Jelaw INoA 108dsng e

812IN22E 10U 8Je S1nsal 158} oA areljeg e

s]|nsal 1581 8500N]B poojq InoA Yuim JuIsisuoaUl ale ey swoldwiAs erey e

sdus 1581 paddeim Ajlenpiaipul o xog mau e uado 1o sdus 1s8} Jo [eIA Mau e uad() e

aUWI 1811} 8} 10} JoIBW BU) 8S( @

poo|q 4O pealsul uonn|os [03U0d au) Buisn ainpadoid 1581 U} sdndeld 01 JUEA) e

noA usym

¥98Y2 e uny ‘Ajjadoud say1aBoy Bupiom ale Jsiaw sy pue sdLis 1sa) ayl Jayiaym Bupoayo Joj
pasn ale pue 8s0an|B JO SJUNOWE Paxij UIBIUOD (Z PUE | [3A87) SUOAN|OS [0AUOY WSII] gBINSSY BY|

NI3HI JINVINHO044H3d dIH1S 1S31 ANV HILIN

85N JA1UN0D BU JaN0 104 o
*se18qep Jo sisoubelp Jo BuiuaaIas 1o} 10U puB 8SN [E12UOBU 10} 10N e
'$108[qo dieys 1o Jeuleluod e ul Apisdoid sdiis 1581 pasn pieasiq e
1|nsal 1531 8y} Jamo| Aew uabiAxo panjossip Jo uoneuaduod ybiy e uleluod Jey sajdules poojg e
“synsal yBiy erenaoeu|
8snea Aew poojq uf suoneslusauod YBly Ajjewouge Jenamol ‘synsel 1984je Apuealubis
10U 0P (SUONEAIUBIU0J J/INadelay) [eULIOU JO POOJq [eULOU Ul BUILINII0 UBYM) S8aUElSqNsS
Bujonpa Jaylo pue pioe 3N ‘(J ulLeliA) pioe 91gI0dse ‘usydoulwelady Saousiapiall| e
88| e8s anoge (W 0Q'E) 3 000'01 03 dn Jo SBpMINfe WoJ) 198)8 OU S| BJBY] e
“Nigreipswwi uejaishyd oA yynsuoa ‘uoelpAuyap aienas woly Butisyns
ale noA analjag NoA J| ‘synsal mo| >,wm,ﬂ asneo Aew (sso| Jelem anissaoxa) UoNBIPAYSP 8JaASS e
wayshg BuLioyuo}y 8509n|9 Po0|g NINW Wil GBINSSY
aU3 YU pasal 8q Jou pjnoys sjuaiied (|1 AJ[eaig SIS03eY INOLHM JO UM ‘81els JejowsolsdAy
21waoA|BiadAy e Buiousiadxa sienpiaipul 1o} 1n220 Aew S)nsal Mo| a1eIN3dEU] 20ys Ul sluailed

(%0000 LLU/LLL | (ogelLil/eol | (408l ille8 | ezl liliy |
GZFURM | SLFUMM [ w0lFumm [ %sTuwm |
1p/Bw G/ = uonenuaduod asoan|b Joj synsal AoeINIY

_§8:_:: i §8_:<:i §8::\:_
[ whug Fupm | /6w oL Fumm | wAUGF UM |
1p/Bw G/ > uonenusduod asoan|B Joj synsal AoeInay

p/Buw //6-85 /6w /607 peyse} abuey
8Ll [24 a|dwes Jo Jaquny
2660 26670 14800 UDI1R|3110])
1p/BW g8 /6w g’ 1deoseiul-A
(24l L0l adojs

sIasn sjeuoissajoid

Aey Aq pauteiqq aleayijeay Aq paulelqq

$181U80

o1ulfa 1e syuaned o11agelp Ag paule1qo aiam mojaq s)nsal au Juswn.sul Aloleloge] e ‘ezAjeuy
8500n|9 O0EZ [8POJ ISA © Buisn pautelqo asouy yiim sjuaned Aq paulelqo synsal asoan|b

poojq Buliedwod Aq passasse sem walshs syl jo Aaeinade 8y “suoneAUBIU0d 850aN|6 ewsed o1
1ua[eninba synsal pjaiA o1 palelqilea si waishg Bulioluo|y 8509N|9 Poojg NINW WSL] ¢BINSSY YL
Aoeinaoy

“p/Buw 00g
0107 1 walsAg BuLonuojy 8s0anjg poojg Nt wslid c2INssy 8y} Jo aBuel JusliaINseaw ay|

abuey Juawainseay

1581 [B9]U}0 pue Alojeloge|
Ul peten|ens Usag sey sdLilg 1s8] 8S09N|9 POO|g NN WSLig cAINSSY aY) Jo souewopad ay|

SIILSIYILIVHVHI FJINVINHOIH3d

sdug s8] 8s09N|5) poojg NN WSk ,2INssy

10 Inpul (a1nssaid poojq moj Buiney) anisusiodAy Ajaianss Ul Inado Aew synsal 81eInddeu| e
‘s}|nsaJ e1einaoeu 8onpoid

HKew (907 mojaq 1o 909 1810 [8n8] 111001eWIBY) 1UNO3 |18 PO0|q Pal Mo| o YBiy Ajjewliouge Uy e

:suoneywr]

“1apinoid aseaypjeay suaned ay1 10e3u0d “p/Bul oyZ Uyl Jsybly

101p/Buw g uey ssa| s11nsal inoA Jo swoiduwiAs noA yum Jusisisuodul st Buipess InoA J| ‘dus
1581 MaU B )M 1sa) 8yl 1eadal | |88} noA Aem a1 yorew 10u op Jo ‘moj Jo ybiy 'fjlensnun ae synsal
oA J| “uonIpuod [ealpaw snolias Ajjenusiod e s1ealpul uea sBuipea asoan|B poojq ybiy Jo Mo
synsay pajoadxaup)

110[e2 0U Se paulyap s| Bunsey,
1 1p/Bu oyl Uey) sse| st synpe

2118qeIp-Uou 1o} [aA3] 3s0an|B poojq [ewriou e Jo sBuel au1 ‘[eaw e Jalje sinoy (z) om| 1p/Bw 66
puUE 0/ UsaMIaq S S)NPe dN8qeIp-Uou 1o} [ana| 3s0an|B poojq ,Bunsey [eusiou e Jo abues ay|
Synsay asoanjy poojq [euLiofy

“Jp/Bu 009 pue (7 Usamiaq s)nsal Aejdsip I Ie)aw 8s0on]B Poojq BN Wsiid s3INssy UL
SIINS3d 1s31

*SPUYSS € JaJe O UIN) [[IM JalaW
ay] uod duis 1581 8y} wioly dils Isa] Pasn ay) anoway Aiowau Jalaw ay) ul alols Ajleanewoine
pue seadde 1w alep pue ‘3w ‘}nsal 158} 8y ‘Aejdsip 8L UO | 01 G WO UMOP JUNOD (I JaIBJN (G
“Jeadde [im aBessaw 13, ue ‘Ajg1e|dwod
10U S MOPUIM UONeWLU0d 8yl J| ‘sdaaq Ja1aw sy} [nun duis 1s8 8y} JO PUs MOLIEU 8U1 JO
abpa au 01 a|dwies poojq ays Aidde Ae(dsip au uo sieadde joquiAs § 8YL UBUAA 18D UOBIEAI
disise) ayy iy 0171 g'p 1ses 1e 8q 1snw a|dwes sy “s|dwes poojq 186 01 821nap Buloue| e 8sq (i
“Jeadde |im joquids 8yl (€
uo sy Ajjeanewoine Jamod sy nun uiod dis ey oju Ajpuab ul
dins ay1 ysnd “dn Buioe; sieq 10e1u00 8y} Yum Lod dins 1581 s, 4818w 8y} 01Ul duns 1581 81 Lasu| (g
'sa10|B 8|qesodsip se yans sieaf anpasioid sjendoidde
Jeap\, ‘AjyBnoiouy Aup pue asuly “ialem wuiem pue deos yum alis a|dwies pue spuey ysepn (|

34N03204d 1s31

sinoy () 1ybie 1sea) 1 1o} ayel

(lwy o gseameq- Xu_ﬁ_mm:E\,_&SS__E_;E% PIMMM
/ny)iapuiway [Eaul) 99 18 10 (WY 5Z0pee!
/A0D"ED} MM /1) UONEAWNON UEBH 31N (4 18 UoneuLojul ALajes aiow 130 Ud o e
‘pamo||0 a1e WalsAs INoA YlM awwed 1ey) [enuely sJasn syl
| papuswwodal se sa1npadold uonasjuisip pue Buiueajo-aid sy1 pue suonnesald
Emv:m«m usym swusined sjdninw Bunsal Joj pasn mn Auo Aew waishs mc:BEoE
2509n|6 poo|q s1y) ‘1usied yaes uo asn Jslje PaloauIsIp 8q piNoyYs JalaW 8y e
‘Juaiied yaea 10} pasn aq p|noys aalaap Bujoue| asn-a|Buls ‘Buijgesip-oine ue AjuQ e
s|euojssajoid a1eayljeay
pue siusjied ussmiaqg sesessip [eJIA Bumwsuel jo s|qeded spiezeyolq 8q 01
paiapisuod aq p|noys sa|dwes poojq Y1 19e3u0d 03U] 8W0J Jey} s1uauoduwod ||y e

U01}9ajul JO BDUBYD BY) 8ONPaI 0] :NOILNYI

“J31aW oA Jo} [eNUBJA| S8 8U} JO UoNIES
1SV 81 01 Jaja1 asea|d ‘salis aAneuIal[e wolj sa|duIes Ulelqo 01 MOY U0 SUONINASUI 10{e
*suollepuswwodal Buisop Joj dwnd Jo Jolejnajea Buisop ujnsul ue ojuj paalus Jou
swayshg Bulioyuoyy 8s0an|9 snonuU0Y 81eIqI[RI 0} PASN 8 JBABU PINOYS SINS3I |SYe
“swoldwAs 10 %o0ys alwaak|BodAy
peausuiadxa aney Jo elwasdA|BodAy woiy Jayns noA Ji sjdwes diusbuly e asp ulnsul se
yans sBnup Jo s108413 10 ‘swordwAs ojwaaA|BodAy ‘asioiaxe Jo s|eaw Ja)e [ans| 8soan|b
8y} ul seBueya pide 03 anp Appueaiyiubis Jayip Aew synsel diusBuly pue ayis alleulsl|y e

NOILLNYI

a|dwes poojq 01 di dins 1se1 Ajddy “poojq jo

(1l g0 1528) 18) dop punOJ B UIRIGO 01 8S 8Y) 8bBessey “UoLNg asea|al 8yl Ssald “alIs ajduwes syl
1sureBe aa1nap Bujoue) asn-s|Buis ‘Buljqesip-oine s2eld ‘s)nsal 1581 81is aAeusslfe pue disBul
U8aM1B(] S30UBIBHIP SZILIUIW ) UOIIE|NALID Poojq 8sealoul o} a)is sjdwes auyy aBessew Auag
'S3U0q WoJ) Aeme pue Jley pue sulan sjgisia Jo 831} a)is ajdwies Aysajy pue 1jos ‘ues|d e 19885
(}ea ‘ybiyy ‘wjed ‘uuiealo)) Buidweg poojg aug aAnewsal|y

‘a|dwes poo|q 01

dn dins 1se1 Ajddy “poojq Jo (1l G0 1s28] 18) doJp punoy e ufelqo o1 diusbull au ebesse}y ‘uonng
asea|al aU) ssald “dinaBul) 1noA Jo apis ay1 1sujebe sainep Buioue| asn-a|Buls ‘Buljqesip-oine sded
Burjdweg poojg aug diuabuly

'san0|6 s|gesodsip

se yans slesB saioslold arendoidde espy, “eainep Buioue| e yum sjdwes poojq sy Buios||od
a10jaq AjyBnoloy Alp pue asury “s1em wiem pue deos um aYs sjdwes pue spuey ysep

34N03204d NOILIITI0) F1dINVS A00TE

“BpeUR) pUe /S Yeam e skep / ‘Aep e sinoy y7 ‘//88'818°008 1
80IAI8G JBW0ISNY 19e1u0d asea|d ‘Ajiadoid ajdwes poojq sy qiosge 10u saop dis 158l 8UL §|
‘8snal 10U oq “Ajuo asn a|Buis Jo ale sduis 153] e

“swoydwAs 10 Yo0ys

u_Emu>_mca>_._ paoualiadxa m\ﬁ; 10 elwadA|BodAy wouy sayns noA 41 ajdwes diusbuly e asn

1 8500n]6 poo|q a1e15-Apea)s Japun palanpuod aq Ajuo pinoys Bunsal 1Sy “ulnsul

se ;ua sBrup Jo s10818 Jo ‘swordwAs oiwiaaA|BodAy ‘asiaiexe J0 S|eaw Jalje [ans] 8s0an|B
8y} ul saBueya pides o1 anp Ajpueayiubis Jayip Aew synsel diyaBuly pue 8lis aAleUIBYY e

SNOILNYI34d ANV SONINHVM

18qe] [eIA pue xoq diis 1581 8y} uo pajuiid a1ep uonesidxa 8yl |aun pasn aq ued sdis 1sal paddeim
Ajlenpinipu; pausdoun pue pauado usaq aney 1ey} siela ul sduls 1) ‘sjein pauadoun ‘Mau

ul sduis 181 ‘spoyaw Buipuey pue aBeiols su 03 Bulpioode paiois pue pesn ale sdus 1581 81 | e
§1{nsal 1531 1981100u] 99npoId Ued sarep uonelidxa ayy 1sed sdis 1sa)

Buisn asneaaq Ajereipawl sdins 1581 paiidxe ay1 asodsip pue sduis 1581 pauidxa 841 8sn 10U 0 o

/3cje] [etn pue xoq duns 1sal Y1 Uo paulid 81ep uonelidva syl Uiy sduns 1581 8U1 Jo [le 8s) e

‘dus 1581 8y) 01 poojq sjoym Alejlided ysaiy Ajuo Ajddy e

od dins 1581 s 818w a1 03ul 1 ysnd Ajpuag “Jerew sy ojul dis 1se) e 8210} 10U 0( &

‘Rem Aue u sdins 1581 8 Jalje Jo ‘D ‘pusq 10U 0] &

“spuey Aip ‘ueajo yum Ajuo sdis 1sa) sjpue e

deim [enpinipul/[ein ay3 Jo 1no 1t Bupjel Jele Ajelel

dins 1se1 2100 mc_é Jae >§m_umEE_ >_Em; deo [ein8so) e

sdli1s 1581 828814 10U 0Q o

1eay pue JyBijuns 10811p woly Aeme sdiis ay) das) o

10,06-0.1) 4,98-4.€ usamiaq soe|d Aip pue 000 e Ul sdins 8i01S e

"Xoq/[elA [euiBLio Jiayy ul Ajuo sdias 1s8) pasnun aiolS e

INITANYH ANY 39VHOLS

UO1JeA)UBIL0D 850N]B 0} UBLIND [EILIIB]B SIL SLIBALOD J818L 8] “JUBLIND (111933
||lews e 8anpoud 03 duis 1581 8UY U0 S[ealWBYD [e1aads Yim sexiw a|dwes poojq syl ul 8soan|B ay|

J1dIONI4d 1S3L

se1aqelp
10 Bujuaa10s 10 SisouBelp syl Joj 10U BJe PUE $81LUOBU UO 35N 10} PBPUBIUI 10U §11| “89IA8P
Bugoue| asn-a|Buis ‘Buljgesip-01ne yim pasn Ajuo si Walshs 8y ‘|013U0I SB18GEIP JO SSBUBAIBYS
3y} Joyuouw 0} pre ue se sBuimas aleayyjeay [euoissajoid uf asn jusfied-ajdinw Joj papuaiul

I pue (asn ansoubelp 0 /) Apog a1 8pIsIN0 &SN Jo} papuslul S| WalsAg Butionuoy 8s09nj9
POO|g NINW Wslid ¢8INSSY 8U “SU0IPUOD 8509n|6 poojq e1e1s-Apeais Buunp Ajuo pasn ag pinous
Bunse) a1is anewal)y “(}ea pue ‘ybiy) ‘wied ‘wieaioy) selis saneuslfe pue sdiabuly sy wol
umelp sajdwes poojq sjoym Asejjidea ysaiy u 8soan|B sinsesw Ajaaneliuenb o} Jslay 8s0an|9
POO|g NINW WSlid gBINSSY 8UL YUM 8SN Jo} a1e sdLS 158] 8S09N|9 POOIg NNW WSl ¢BINSSY 8YL

38N A3AN3LNI

sdig 153] 85009 Poojg NN Wstld
<8INssyy 8yl Buisn a10Jaq Ja1aw oA 40 [eNUBI S,13SM U PUE LONBULIOU SIU) Peal 8ses]d

AINVLHOdINI

v



Assure® Prism Control Solution

IMPORTANT

Please read the following information and the User’s Manual for the

meter before using the Assure® Prism Control Solutions.

INTENDED USE

The Assure® Prism Control Solutions are red in color. The Assure®
Prism Control Solutions are for use with the Assure® Prism multi
meter and test strips to check that the meter and the test strips
are working together properly and that you are performing the test
correctly.

SUMMARY AND EXPLANATION

The Assure® Prism Control Solutions (Level 1 and 2) each contain a
specific amount of glucose that is used to test the meter and test
strips. The Assure® Prism Control Solutions are for self-testing
outside the body (/n Vitro diagnostic use). The control solution may
be used to check the performance of the meter and test strip or your
testing technique. The test results obtained should fall within the
control solution range printed on the vial of test strips that you are
using.

CAUTION

The control solution ranges printed on the test strip vial are for
the Assure® Prism Control Solutions only. These ranges are used
to check the meter and test strip performance.

These are not recommended ranges for blood glucose level.

Use Assure® Prism Control Solution when:

¢ You want to practice the test procedure, without using blood

® You use the Assure® Prism multi meter for the first time

* You begin using a new vial of test strips

¢ You suspect that the meter or the test strips are not working
properly

¢ You think your test results are inaccurate or they do not reflect
how the patient feels

¢ You drop the meter

STORAGE AND HANDLING

Store the Assure® Prism Control Solution at temperatures between
46°F-86°F/8°C-30°C, tightly capped in the vial. It must be kept at
room temperature (68°F-77°F/20°C-25°C) at least 30 minutes before
testing to obtain correct results. Do not refrigerate or freeze the
control solution.

WARNING AND PRECAUTIONS

e The Assure® Prism Control Solution is for /n Vitro diagnostic
use only.

e Use the Assure® Prism Control Solution only with the Assure®
Prism multi meter and test strips.

e Do not swallow or inject the control solution.

e Check the expiration date shown on the vial label. Do not use if
expired.

¢ Do not use beyond 3 months (90 days) after opening the vial.
Record the discard date (3 months from the day the vial was
opened) on the vial label.

e If the control test results are outside the range printed on the test
strip vial, do not use the system to test blood until you have
resolved the problem.

e Control Solution, meter and test strips must be stored at room
temperature (68°F-77°F/20°C-25°C) at least 30 minutes before
testing.

e The control solution contains a dye that may stain clothes.

SECTION
TEST PROCEDURE
Step 1
Insert the test strip into the meter’s port. The applied blood
symbol will appear on the display after 3 seconds.

Step 2
Shake the control solution vial well before using.

Step 3
Discard one or two drops of control solution. Apply one drop of
control solution to the top of the control solution cap.

Step 4
Touch the narrow edge of the test strip to the control solution
until the meter beeps.

Step 5

Test results appear after the meter counts down to 1. Compare the
control solution result with the appropriate control solution range
printed on the test strip vial. If the result falls within the specified
range, you are ready to use the meter and test strips to test blood.
Step 6

Remove the used test strip from the meter’s test strip port. The
meter will turn off automatically. Please read the User’'s Manual for
further information before using the Assure® Prism Control Solution.

INTERPRETATION OF OUT-OF-RANGE RESULTS

If the control solution test results do not fall within the expected
range printed on the test strip vial, repeat the test. Out-of-range
results may be due to one or more of the following factors:

e An error in the way you perform the test

e Expired or contaminated control solution

e Damaged or outdated test strips

e A problem with the meter

e Control solution is too warm or too cold

e Failure to shake the control solution vial vigorously or to
wipe the top of cap clean

IMPORTANT

If the control solution test results continue to fall outside the
range printed on the test strip vial, the system may not be
working properly. Do not use the system. If you are unable to
resolve the problem, contact customer service at 800.818.8877,
24 hours a day, 7 days a week, USA and Canada.

CHEMICAL COMPOSITION

Each 4 mL vial of Assure® Prism Control Solution contains:
e D-Glucose

e Preservative

e FD&C red dye

For questions / comments, contact Customer Service at 800.818.8877,
24 hours a day, 7 days a week, USA and Canada. In case of emergency,
consult the patient's healthcare provider or emergency medical
response.

Manufactured for
arKrayd usaA,inc.
Minneapolis, MN 55439 USA
www.arkrayusa.com

© ARKRAY USA, Inc.
P/N 5122-03
PGK7E0006 REV3 04/2015
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Regulatory Review and Guidelines
for QA/QC Protocols

COMPETENCY CHECKLIST

Joint Commission on
Accreditation of Healthcare
Organizations (JCAHO)

Clinical and Laboratory
Standards Institute (CLSI)
(Formerly NCCLS)

Clinical Laboratory
Improvement
Amendments (CLIA)

Personnel/Training

e Staff members can describe
or demonstrate their roles and
responsibilities (HR.2.20).
Participate in ongoing
in-services.

Education is documented
(HR.2.30).

Competence to perform job
responsibilities is assessed,
demonstrated, and maintained
(HR.3.10).

e Formal training and written
examination.

¢ Follow manufacturer’s
instructions.

Quality Assurance

e Current and complete policies
are available to the person
performing the test.

Written policies and
procedures for: specimen
collection, identification, and
required labeling; specimen
preservation; instrument
calibration; quality control and
remedial action; equipment
performance evaluation;

test performance.

¢ Follow manufacturer’s instructions
for calibration.

e \Written procedure manual.

e Manual contains principles of
operation, reagents/equipment,
calibration, quality control, stepwise
procedure, reporting results,
procedure limitations, references,
supplemental material, review
and updates.

e Follow manufacturer’s
instructions.

Quality Control

e \Written quality control plan
that specifies how procedures
will be controlled.

At the least, perform as
frequently as recommended
by manufacturer.

Should include two levels of
control solution.

At the least, quality control
procedures are performed
once each day on each
instrument used for resident
testing (PC.16.50).

e On each day of use, two control
solutions (Level 1 and 2) should be
performed per instrument.

e Prior to the first test of the day,
each operator is to perform a quality
control test.

e Additional checks should be
performed when:
e A new bottle of strips is opened.

e Each time a reagent lot is changed.

e To ensure the strips and meter
are functioning properly.

e Follow manufacturer’s
instructions.

Linearity/Calibration

e | inearity not covered in
the standards.

e |nitially and as specified by
manufacturer or as required by
government or accrediting bodies.

e Follow manufacturer’s
instructions.

Proficiency Training

e Not specified.

e Participate in program that
meets accreditation, federal
and state regulations.

e Not specified.

Inspections

e Currently triennial (APP-5).

* Not a certifying agency.

* Not subject to routine survey.

e Conducted only when
authorized by the RO.

ARKRAY provides this checklist as a guideline only. These guidelines are subject to change by the
regulating body at any time. Utilize this checklist in accordance with your facility's policy.

SECTION
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ACCURACY AND PRECISION STUDIES

Performance Characteristics

The performance of the Assure Prism multi Blood Glucose Monitoring System has been
evaluated in laboratory and clinical tests.

ACCURACY: The Assure Prism multi Blood Glucose Monitoring System is calibrated to yield
results equivalent to plasma glucose concentrations. The accuracy of the Assure

Prism multi Blood Glucose Monitoring System was tested by comparing blood glucose
results obtained by patients with those obtained using a YSI Model 2300 Glucose Analyzer,
a lab instrument.

The results below were obtained by diabetic patients at clinic centers.

Obtained by Healthcare Professionals Obtained by Lay Users

Slope 1.017 1.022
Y-intercept -7.39 mg/dL -8.31 mg/dL
Correlation

coefficient(r) 0.992 0.992
Number of samples 122 118

Range tested 40-577 mg/dL 58-577 mg/dL

Accuracy

Results for glucose concentration < 75 mg/dL

Within = 5 mg/dL Within £ 10 mg/dL [ Within = 15 mg/dL

11/11 (100%) 11/11 (100%) 11/11 (100%)

Results for glucose concentration = 75 mg/dL

Within = 5% Within = 10% Within = 15% Within = 20%
471111 (42%) 89/111 (80%) 109/111 (98%) 111/111 (100%)

Precision

Studies were performed in a laboratory using the Assure Prism multi Blood
Glucose Monitoring System.

Within Run Precision

Blood avg.* 41.4 mg/dL SD = 1.8 mg/dL
Blood avg.* 79.6 mg/dL SD = 2.8 mg/dL
Blood avg.* 129.8 mg/dL CV =2.6%
Blood avg.* 201.9 mg/dL CV =3.1%
Blood avg.* 349.6 mg/dL CV=27%
Total Precision

Control avg.* 36.2 mg/dL SD = 1.3 mg/dL
Control avg.* 117.0 mg/dL CV = 2.3%
Control avg.* 321.8 mg/dL CV =2.4%
*This study shows that there could be variation of up to 3.5%.




ALTERNATIVE SITE TESTING EVALUATION

Comparison of results using various alternative site testing with the results of
YSI measurements.

SECTION

Alternative site test results for glucose concentration < 75 mg/dL

Within + 5 mg/dL Within + 10 mg/dL Within + 15 mg/dL
Fingertip 2/2 (100%) 212 (100%) 2/2 (100%)
Forearm 2/2 (100%) 2/2 (100%) 2/2 (100%)
Palm 1/2 (560.0%) 2/2 (100%) 2/2 (100%)
Thigh 1/2 (50.0%) 212 (100%) 2/2 (100%)
Calf 1/2 (50.0%) 2/2 (100%) 2/2 (100%)

Alternative site test results for glucose concentration = 75 mg/dL

Within £ 5 mg/dL | Within £ 10 mg/dL | Within £ 15 mg/dL | Within £ 20%
Fingertip 34/56 (60.7%) 51/56 (91.1%) 55/56 (98.2%) 56/56 (100%)
Forearm 32/56 (67.1%) 52/56 (92.9%) 56/56 (100%) 56/56 (100%)
Palm 31/56 (55.4%) 52/56 (92.9%) 54/56 (96.4%) 56/56 (100%)
Thigh 27156 (48.2%) 44/56 (78.6%) 54/56 (96.4%) 56/56 (100%)
Calf 24/56 (42.9%) 43/56 (76.8%) 53/56 (94.6%) 56/56 (100%)
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Addendums

PRODUCT ORDERING
Product Description ér%léﬁétYCode # NDC #
Assure Prism multi Meter Blood Glucose Meter 530001 08317-5300-01
Assure Prism multi Test Strips 50 count 530050 08317-5300-50
SECTION
Assure Prism multi Test Strips 100 count 530100 08317-5301-01
Assure Prism multi Test Strips — Foil-wrapped 50 count | 532050 08317-5320-50 D
Assure Prism Control Solution — Control 1 and 2 530006 08317-5300-06
WARRANTY

Manufacturer’'s Warranty

ARKRAY USA, Inc. warrants that the Assure Prism multi Blood Glucose Monitoring System
shall be free of defects in material and workmanship in normal use for a period of three (3)
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 ARKRAY USA, Inc. company 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, ARKRAY USA,
Inc. will not reimburse the consumer’s purchase price.

Obtaining Warranty Service

To obtain warranty service, you must return the defective meter or meter part along with
proof of purchase to ARKRAY USA, Inc.

Do not send your meter or meter parts to ARKRAY without first calling to get approval to
do so. Customer Service may be reached at 800.818.8877, 24 hours a day, 7 days a week,
USA and Canada only.
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Name of facility:

IN-SERVICE TRAINING AND CERTIFICATION
ASSURE" PRISM MULTI BLOOD GLUCOSE MONITORING SYSTEM

Certified Instructor: Before signing checklist, the trainee must meet objectives listed below.

1. Familiarization with components of the Assure® Prism multi Blood Glucose
Monitoring System:

Meter Test Strips Control Solutions

O Features (strip release O Lot Number O Expiration Date
button, test strip port, etc.) O Expiration Date O Acceptable Range

O Serial Number O Storage O Test Procedure

O Storage O Control Solution Range

: o _ _ SECTION

g ?Tlafmngcand Disinfecting O Proper Strip Insertion Safety Lancets
oll-free Customer O Handling vation*
Service Number O Usage / Activation

O Disposal

*Actual blood sampling is not required.

2. Describe/Demonstrate:

Initial Meter Set-Up Options

O Audible Beep

O Time Format

O Date Format

Instructor Name (Print) Operator/Trainee Name (Print) Date

Instructor Name (Signature) Operator/Trainee Name (Signature) Date

Operator Certified [ Yes [ No Next In-service (Month/Year)

arKrayd usaA,Inc.
Minneapolis, MN 55439 USA
TEL 800.818.8877

FAX 952.646.3110

www.arkrayusa.com
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Name of facility:

COMPETENCY CHECKLIST
ASSURE" PRISM MULTI BLOOD GLUCOSE MONITORING SYSTEM

Certified Operator

Date

Certified Trainer

The Certified Trainer should observe the Operator performing the following tasks:

SECTION

1. Follow facility protocol for quality control testing. O YES O NO
2. Change battery. O YES O NO
E 3. Select and prepare the fingerstick site correctly. OYES O NO
4. Use lancet/lancing device correctly.* O YES O NO
5. Dispose of lancet correctly. O YES O NO
6. Insert test strip into meter correctly. O YES O NO
7. Apply blood to sample-application tip correctly. O YES O NO
8. Record result correctly. O YES O NO
9. ldentify when to repeat test or check result with a laboratory test. O YES O NO
10. Perform control solution test correctly. O YES O NO
11. Saving control solution test correctly. O YES O NO
12. Clean/disinfect meter correctly. O YES O NO

* Actual blood sampling is not required.

Did the Operator perform each task correctly? [0 YES [1 NO

If yes, the Operator is now certified to use the Assure® Prism multi Blood Glucose
Monitoring System. If no, retrain and perform tasks again.

arKrayd usA,Inc.
Minneapolis, MN 55439 USA
TEL 800.818.8877

FAX 952.646.3110

Www.arkrayusa.com
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Name of facility:

SELF-TEST
ASSURE" PRISM MULTI BLOOD GLUCOSE MONITORING SYSTEM

The following is a multiple choice self-test that is designed to test your proficiency in using
the Assure® Prism multi Blood Glucose Monitoring System. Answer the questions by
circling the letter of the statement that is CORRECT. Check your answers against the correct
answers, which are located at the end of the test. More than one answer may be acceptable
on some questions.

If you respond incorrectly to any of the questions, make sure you study the section or talk to
your certified instructor.

1.

4.

The Assure® Prism multi Blood Glucose Meter stores up to tests in
the memory.
SECTION
a. 200
b. 50
c. 500
d. 10

. The Assure® Prism multi Blood Glucose Test Strips

a. May be reused.

b. Can be used with other meters besides the Assure Prism multi Blood Glucose
Monitoring System.

¢ Are sensitive to light, moisture and humidity.

d. Has a confirmation window used to determine if a sufficient amount of blood sample
has been applied.

When obtaining a blood sample
a. You should not wash the patient’s hand.

b. Hang the patient’s arm down below their heart for 10 to 15 seconds to increase
blood flow.

c. You should lance the side of fingertip.
d. You should use the same site selection of the fingertip each time.

When performing a test with control solutions
a. Any brand of control solutions may be used.
b. The test strip must be in the meter before solutions are applied.

c. A clean tissue or cloth may be used to wipe the first 1 or 2 drops of control solution
from the tip of the cap.

d. Compare the result displayed on the meter to the range printed on the test strip vial.

29



5. Assure’ Prism Control Solutions
a. Are used for cleaning the meter.
b. Are used to verify that the test strips are reacting properly.
c. Are good for 90 days after opening.
d. Should not be used if strips have been exposed to extremes in temperature, light,
or humidity.
6. When applying blood to the Assure Prism multi Blood Glucose Test Strips
a. Smear the blood sample.
b. Apply it to the narrow end of the test strip until the meter beeps.
c. The test result will appear after the meter counts down from 5 to 1.

d. You may apply a second blood drop if meter does not start after adding the first drop.

SECTION 7. The Assure Prism multi Blood Glucose Meter can be used with
a. Whole blood.

b. Serum or plasma.

c. Neonatal blood samples.

d. Venous blood.

8. The Assure Prism multi Blood Glucose Monitoring System should be cleaned
and disinfected between patient tests to avoid cross-contamination?

O True [ False

9. Nurses who use the Assure Prism multi Blood Glucose Monitoring System to
test patients should
a. Wear gloves when cleaning the meter.
b. Test the meter with two control solutions.
c. Not rely on the memory or average features as they are not related to a specific patient.
d. Use a safety lancet, such as the Assure® Lance, to obtain a patient’s blood sample.

10. The Assure Prism multi Blood Glucose Meter uses four 3.0V lithium batteries
O True O False

Name:

Date:

Score:

arKrayd usA,Inc.
Minneapolis, MN 55439 USA
TEL 800.818.8877

FAX 952.646.3110
www.arkrayusa.com
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SELF-TEST
ASSURE" PRISM MULTI BLOOD GLUCOSE MONITORING SYSTEM

Answer Key

1. ¢ 6. b,c

2. ¢ d 7. a

3. b, c 8. True

4. b,c,d 9. ab,cd
5. b, cd 10. False

SECTION

E
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Name of facility:

NURSE IN-SERVICE TRAINING RECORD
ASSURE" PRISM MULTI BLOOD GLUCOSE MONITORING SYSTEM

The healthcare professionals listed below have been trained to use the Assure® Prism multi
Blood Glucose Monitoring System.

Certified Trainer Name

Date Healthcare Professional’s Name Unit/Station Certified Trainer Initials

SECTION

E

To be used during the initial training on the Assure Prism multi Blood Glucose Monitoring
System by an ARKRAY Representative or Certified Trainer within the facility.

To be kept on file in the Nursing Unit and updated by Certified Trainer.

arKrayd usaA.Inc.
Minneapolis, MN 55439 USA
TEL 800.818.8877

FAX 952.646.3110

3 Www.arkrayusa.com



Name of facility:

CERTIFIED INSTRUCTOR TRAINING RECORD
ASSURE" PRISM MULTI BLOOD GLUCOSE MONITORING SYSTEM

The healthcare professionals listed below have been trained to serve as Certified Trainers
for the Assure® Prism multi Blood Glucose Monitoring System. They are qualified to perform
initial training of certified operations, conduct performance reviews, and maintain records
concerning Certified Operators.

ARKRAY Representative Name

Date

Healthcare Professional’s Name

Title Recertification Date

SECTION

E

To be used during the initial training on the Assure Prism multi Blood Glucose Monitoring

System by an ARKRAY Representative within the facility.

To be kept on file in the Nursing Unit and updated by Certified Trainer.

arKrayd usA,Inc.
Minneapolis, MN 55439 USA
TEL 800.818.8877

FAX 952.646.3110
www.arkrayusa.com
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Quality Assurance/Quality Control
Recording Forms

Name of facility:

METER TRACKING RECORD
ASSURE" PRISM MULTI BLOOD GLUCOSE MONITORING SYSTEM

Active Replacement
Date Station/Cart Meter Serial # Meter Serial #

SECTION

F

3ArKrayd usaA.Inc.
Minneapolis, MN 55439 USA
TEL 800.818.8877

34 FAX 952.646.3110
www.arkrayusa.com
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Manufactured for
arKray usaA,inc.
Minneapolis, MN 55439 USA
TEL 800.818.8877
www.arkrayusa.com

Assure is a trademark of ARKRAY, Inc.

Clorox is a trademark of The Clorox Company.
PDI and Sani-Cloth are trademarks of
Professional Disposables International, Inc.
CaliWipeT is a trademark of Metrex.

©ARKRAY USA, Inc. All Rights Reserved.

6570-04 Rev. 02/16



Manufactured for
ArKrayd usA,Iinc.
Minneapolis, MN 55439 USA
TEL 800.818.8877
www.arkrayusa.com

Customer Service, 800.818.8877

24 hours a day, 7 days a week, USA and Canada.

©ARKRAY USA, Inc. All Rights Reserved.

6570-04 Rev. 02/16





