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Indications for Use

'The FreeStyle Navigator® Continuous Glucose Monitoring System is indicated for continually
recording interstitial fluid glucose levels in people (ages 18 and older) with diabetes mellitus
for the purpose of improving diabetes management. Readings and alarms about glucose
levels from FreeStyle Navigator® Continuous Glucose Monitoring System are not intended
to replace traditional blood glucose monitoring. Before adjusting therapy for diabetes
management based on the results and alarms from the FreeStyle Navigator® Continuous
Glucose Monitoring System, traditional blood glucose tests must be performed. The FreeStyle
Navigator® Continuous Glucose Monitoring System provides a built-in blood glucose meter to

confirm the continuous glucose result.

'The FreeStyle Navigator® Continuous Glucose Monitoring System provides real-time readings,
graphs, trends, and glucose alarms directly to the user. The FreeStyle Navigator* Continuous
Glucose Monitoring System is intended to be used in home settings to aid people with
diabetes in predicting and detecting episodes of hypoglycemia and hyperglycemia and in
clinical settings to aid health care professionals in evaluating glucose control. The FreeStyle
Navigator® Continuous Glucose Monitoring System is available only by prescription.

Contraindications
'The FreeStyle Navigator® Continuous Glucose Monitoring System must be removed prior to
Magnetic Resonance Imaging (MRI).

(i)



How to Use this Guide?

This guide has many Sections arranged in a logical sequence that will be useful
Jor the first time use and every use thereafter. Most Sections begin with a purpose for
that Section, when to perform the steps in that Section, materials required to perform
the steps in that Section and important cautions, warnings and helpful information.
The first page of each Section will be very useful when you are getting familiar with
the system. Once you are familiar with the system and the typical precautions, you
may find yourself relying less on the first page of the individual Sections.

The remainder of each Section describes the steps to perform the tasks. The

steps are organized in a simple manner to allow you to see what to do based on
what you experience and based on where you are in that particular Section. It is
important that you go through the steps in the order that they have been presented.
Every Section also indicates if you have reached the end of the Section. If you find
it difficult to use the guide or if you seem lost or confused, use the table of contents,
index, glossary and appendices to help you. The table of contents provides a list of
Sections you will find in this guide and what each Section contains. The appendices
have useful information that you may want to refer to. The glossary provides a list of
terms and what they mean. The index is a tool you could use to quickly find terms
and items that you are looking for.

» FreeStyle Navigator® and FreeStyle® are registered trademarks of the Abbott Group of Companies
in various jurisdictions.

« OpSite® IV 3000 and Uni-Solve® are trademarks of Smith and Nephew Inc.

» Bluetooth"® wireless technology is a trademark of the Bluetooth SIG Inc.

« YSI 2300 STAT Plus™ Glucose Analyzer is a trademark of Yellow Springs Instrument Inc.

« Energizer* Max®, Energizer® e2® Titanium® and Energizer® Industrial Batteries are trademarks of
the Eveready Battery Company Inc.

Glossary of Symbols
F
® Do not re-use J/ Temperature limitation
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Section 1
Getting Acquainted

How are the parts packaged?

Your FreeStyle Navigator system comes with two kits:
= A System kit.
» A Sensor kit.

The System Kit
- 1 FreeStyle Navigator Receiver in a Receiver Skin
- 2 AAA Alkaline Batteries (for the receiver)
- 1 FreeStyle Navigator Transmitter
. 1Silver Oxide 357 HC Battery (for the transmitter)
- 1 Belt Clip (for the receiver)
- 1 FreeStyle Lancing Device

» 1 Finger Cap (for the ancing device . 6 Sterile Sensor Delivery Units {each containing

. 1 User-s Guide . o sensor) and Product insert
- 1 Getting Started Guide 1 Silver Oxide 357 HC Replacement Battery {for
« 1Quick Reference Card :

. 1 Welcome Card

The Sensor Kit

the transmitter)

- 6 Overbandages

« 12 Alcohol Prep Pads

- 30 Sterile Lancets

- 1 Vial of FreeStyle Control Solution and Insert
« 1 Vial of 50 FreeStyle Strips and Strip Insert

. 1 Warranty Registration Card

» In addition, the FreeStyle Navigator system can transfer data to a computer wirelessly using
Bluetooth® technology.

Important Notes:

« The FreeStyle Navigator® Continuous Glucose Monitoring System is designed as a complete
system. Use only the FreeStyle Navigator Sensor, the FreeStyle Navigator Transmitter, the
FreeStyle Navigator Receiver and FreeStyle Test Strips.

« The system is intended for your personal use; do NOT share your system with others.

Customer Care: 1-866-597-5520










































L] section2
instali or Replace Transmitter and Receiver Batteries

Install or Replace the Transmitter Battery
. Turn the drcular battery doar counterdockwise with

¢. Bemove the old battery, if any, and discard it properly.

d. Insert a NEW silver axide 357 HC battery with the plus
sign (+) facing you. (Pig. 2)
Izportamiz: When inserting the batiery in the transmitier,
pay special aiterstion to placing the battery straight in
rather than at an angle. Do not rock the batiery back and
Jorth s this can shorien the battery life.

€. Replace the battery door and secure it in place by
rotating clockwise. (Flg. 3)
Note: The battery door mnst be closed securely to
create a seal. Do not apply excessive force when
closing Excessive force can damage the plastic material
of the battery door and the transmitter case. If you
are not changing the recetver batterles at this time,
reconnect the transmitter and recetver, then go to
‘Chedk your work’ at the end of this Section.

install or Replace the Recelver Eatteries

Node: The receiver skin momst be removed in order to

access the receiver’s battery door.

a. Locute the battery door on the back of the receiver,

b. Press down on the ridged part of the battery door to
slide the battery door completely out.

¢, Remove old batteries, if any, and discard them properly.
Note: Be sure to finish within 5 minutes to prevent
losing the date and time settings.

d. Insert the new batteries with the positive {+) a5 shown.
Align the + and - signs of the batteries with the signs as
shown in the battery compartment.

&. Press each battery into its channe] making sure the
battery fit tightly.

Note: The recetver will not operate if the batteries are
not inserted in the proper direction.

£ Replace the battery door with the tab facing the recatver.

g- Align the edges of the door with the channel in the
battery compartment

h. Slide the door into the receiver until it dicks.

i Match the gereen on your recetver with ONE of the screens
in the next table and perform the corresponding step.

Customer Care: 1-866-597-5520




Section 2
Install or Replace Transmitter and Receiver Batteries

Match what you see on your Receiver with ONE of the screen
shots shown below.

If the display is

e Press the RIGHT Option button to see if the screen
turns on.

« If screen turns on, compare with the screens below
and perform the matching steps.

o If screen does NOT turn on, then repeat this
procedure ensuring that the batteries are:
- New.

- Oriented properly in the battery compartment.

— If the problem persists see Section 10 on
troubleshooting.

» The receiver is working properly. Go to “Check your
work” You may not see the 2% icon if you have
o connection between the transmitter and receiver.
% Reconnect the transmitter and receiver if you see the

& icon.

Glucose CM 08:30A

Main
« The time and date need to be set. Go to Step 4 of
Set Date/Time 08:30A Section 3.

" » Set the Time and Date. After setting the time and date,
08:30 A reconnect the transmitter and receiver. Then, “Check
05 - 10 - 2005 v your work®
Next Set

= Select the mode that you want the system to operate in,
elect Moce ARs0A « Go to Section 14 to link the transmitter and receiver.
Continuous Mode CM + Go to “Check your work”.
Blood Glucose BG
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Section4
Perform a Control Solution Test

1. Verify that your FreeStyle
Control Solution is current.
Note: FreeStyle Control Solution is good for three months
—=3 after opening the bottle, or until the expiration date printed
‘ on the label, whichever comes first. Count forward three

months from the date you open a new bottle of control

l solution. This is your discard date. Write this date on the

F side of the control solution bottle.

' Example: You open the control solution on January 15th.
Count forward three months to April 15th. This is the
“““ discard date that you record on the bottle.

a. Locate the expiration date on the vial of FreeStyle
Test Strips.

If strips are expired, obtain a new vial of strips.

b. Locate the code number (you'll need it in a minute).
<. Remove a single test strip from the vial.

d. Close the vial tightly before continuing but do NOT
put the vial away.

Customer Care: 1-866-597-5520



Section4
Perform a Control Solution Test

Csteps ooms

3. Insert test strip into the receiver.

a. Turn the test strip so “FreeStyle” text faces up.
b. Grasp the test strip by the end with the two half circles.

c. Insert the end with the dark rectangle into the receiver
at the lower left corner of the receiver.

Result: The receiver display screen turns on and displays
the Strip Code screen.

Note: If the screen does not turn on, refer to Section 10
on troubleshooting.

4. Compare code numbers.
Compare the code number on the display with the code
number on the vial of test strips.

If Then

» The numbers match. a. Press the RIGHT Option button (Set).
b. Go to Step 5.

» The numbers do NOT match. a. Use the UP/DOWN Arrow buttons to
change the code to match.

b. Press the RIGHT Option button (Set).
c. Go to Step 5.

« The screen changes to the Apply | If the numbers did NOT match:

Sample screen. a. Press the LEFT Option button (Back).
b. Repeat Step 4.
If the numbers match, go to Step 5.

Strip Code 08:30A

Cancel Set




Section 4
Parform a Controf Solution Test

5. Apply control solution.

Fmportaniz: Do NOT apply conirol solution to boih edges of
the test strip.

Notes:

« Gently tocich ONLY ONE EDGE of the test strip to the
control solutlon next to one of the dark half-circles.

s If progress tones are turned on, the receiver will beep to
indicate that encugh control solution was applied.

Result: A stopwatch () will appear on the display
screen while the receiver measures Hhe control solution,

= The receiver will beep twice when the test results appear.

Press the LEFT Option button (Yes) to alert the receiver
that you used a control solution for this test

Note: If you do NOT select yes, the system will record the
result as a blood glucose result instead of a control solution
result, which can result in an incorrect statistical report.
Go to the next siep.

Customer Care: 1-866-597-5520



Section4
Perform a Control Solution Test

7 . Evaluate the test results.
Compare the test results displayed on the screen to the
range printed on the vial of test strips.

If the result And Then
« Falls WITHIN the Go to Step 8.
range.

« Falls OUTSIDE of | You've repeated | Call Customer Care.

the range. the test.
You've NOT Repeat the test from Step 1 with a
repeated the test. | NEW test strip.
« Is an error message. Go to Section 10 on
troubleshooting.
Glucose BG 08:30A
1 06mgIdL
Yes

77 -115mg/dL

8. Check your work.
Result: Control solution test results displayed on the
receiver screen.

You have done this procedure correctly when:

[ 'The results are within the normal control solution range.
[ The used test strips have been discarded properly.

[ The control solution tests are marked as control
solution tests,
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Section 5
Insert or Remove Your Sensor

Important Things to Know About Getting Reliable Results

Caution: Movement of the sensor support mount or excessive perspiration at the sensor insertion site due
to activities like vigorous exercise or bumping against objects may lead to poor adhesion of the support
mount to the skin and then cause the sensor to dislodge. If the sensor dislodges due to the sensor support
adhesive failing to adhere to the skin, you may get unreliable results or no results. The system may not
provide a warning in such circumstances. Choose the proper sensor insertion site when inserting the
sensor and prepare the site by following the instructions for site preparation.

Caution: If your results from the Continuous Monitoring mode seem erroneous, check and make sure
that the sensor has not dislodged. If you notice the sensor is dislodged from the skin, or if you see that the

adhesive on your overbandage or the sensor support mount is coming loose, discard the old sensor and
insert a new sensor.

1. Decide what to do.

If you want to

» Change or remove your sensor. Go to Step 2.

» Insert your sensor. Go to Step 4.

Customer Care: 1-866-597-5520




Section 3
insert or Remove Your Sensor

1. Wipe a small amount of isopropyl alcohol around the
edges of the sensor suppart mount,

Note: You can use a regular alcohol prep pad from your
local drugstore.

b Gmap the t0p end of the adhesive (the end nearest the
sensor, see Fig.1) and slowly peel it off your skin in one
continuons motion.

¢, Pull down on the adhegive at the bottom of the support
mount (the end farthest from the sensor, see Fig2). You
will hear a dick as the transmitter separates from the
support moynt,

d. Discard the sensor support mount (with the sensor
attached).

Important:
+ Do NOT discard the transmilter.
s NEVER reuse the sensor support mouni and sensor.

¢, Gently wash the transmitter with soap and water,

£ Dry the transmitter thoroughly with a clean, soft, lint-
free doth. Be sure that you blot the sensor connector on
the end of the transmitter.

g If necessary, use an alcohol wipe prep pad, baby oil, or
a wet, soapy washcloth o remove any adhesive left on
Your grm.

h. Dry your arm with a clean dry towel before continuing.
Emsportant:

Do NOT use adhesive remover wipes comlaining ether or
ether-containing components to remove adhesive residue
from the transmitter. Adhesive remover solutions such
as Uni-Solve" and others thal contain ether components
can damage the transmitier case. We recommend using
regular aleohol pads for cleaning adhesive residues.

i. Proceed 1o next step to end sensor session,
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=« End sensor session.

Did You Remcare
The Sensor?

No Yes

4. Reconnect the receiver to
the transmitter.

System Menu
Data Upload

Link
Sut Dwtwy/Tima

Main Salact

2. Select an insertion site.

Abdomen
s Back of upper arm

a. Press the RIGHT Option button twice to get to the
Main menu.

b. Press the UP/DOWN Arrow button to highlight System.

¢ Press the RIGHT Option button to select System.

d. Press the UF/DOWN Arrow button to highlipht Status.

¢. Press the RIGHT Option button to select Status.

£ Pressthe RIGHT Optlan button to select Remerved Sensor

g Press the RIGHT Option button to select Yes, The
gystem now knows you have remaoved the sensor. If you

are going to replace your sensor now, continue to Step 4.

#. Place the raceiver within 10 feet of the transmitter,
b. Press the RIGHT Option button twice to display the
Main Menu screen.
¢ Use the UP/DOWN Arrow button to highlight System.
d. Press the RIGHT Option button (Select) to display the
e. Press the RIGHT Option button {Select).
f. Wait for the receiver to beep. Ifit beeps:
s Twice - The system is comnected.
» ‘Three times — The system is not connected. Make sure
the battery in the trangmitter is new and engure that
the receiver and transmitter are linked (sez Section 14).
Note: If the transmitter and receiver are connected
properly; the disconnecticon %7 will not appear on
the screen.

Cautlon: If the sensor dislodpes due to the sensor support
adhesive failing to adhere to the skin, you may get unrelinble
or no restdis. Improper site selection and improper site

preparation may cause poor adherence to the skin,

Notes:

» Select a site ONLY on the back of the upper right arm, on
the back of the upper left arm, or on your abdomen.

» Do NOT insert the sensor where another sensor was just
removed (See “Site Selection” in Appendix A).

» Rotate where you insert your sensor across several sites.
« Avoid areas where the edges of clothing may catch or rub
against the sensor.

» Avoid areas with scars, moles, stretch matks, or lnmpe.
= Select an area of skin that stays flat during your normal
daily activities (no bending or creasing).

» Avoid areas with excess hair, or consider shaving the area.
» Choose a site that is at least 1 inch away from an insulin
infosion gite,

Customer Care: 1-866-597-5520



Section 3
insert or Remove Your Sensor

. Prepare the insertion site.

7 . Remove the sensor delivery
unit from package.

a. Wash your hands thoroughly with soap and water.

b Clean the selectesd insertion gite ares with soap
and water,

<. Rinse the ared thoroughly and pat dry.

4. Wipe the area with an alcohol prep pad.

Note 1: The insertion area MUST be clean and dry.
Otherwise:

» An infection could occur.

» The sensor support mount miy not stek to the site.
Note 2: Do NOT place a bandage on the insertion
site before inserting the sensor. The sensor may not
penetrate the skin and the system will not work with a
bandage under the sensor.

Caution: Do NOT use the sensor delivery unit if the
sterile package is open or damaged.

8. Remove the sensor delivery unit from its sterile package
by peeling off the foil on the back of the package.

b. Save the package.

Note: You will need the sensor code nummber on the back

of the package, later.

Imporiant; We recommend that you save the sensor kit
carion or the sensor sterile package wntil the last sensor
from your sensor kit has been used and discarded. Saving
the package will help you to have sensor lot information,
expiration dates and sensor code efc. accessible when you
need them.

a. Bend the two-plece protective liner slightly 2o you can
see the seam between the two pleces.

b. Peel away the smaller section.
. Peel away the larger section.



Section 5
Insert or Remove Your Sensor

9. Attach the sensor delivery unit
to your skin. —
J — a. Locate the top of the sensor support mount.

/";

/’

b. Follow the instructions below as you place the
sensor support mount, adhesive-side down, on
the insertion site:

Top of the Sensor *
Support Mount /",
If you are Then
« Inserting the sensor on the Place the sensor support mount lengthwise
back of your arm. on your arm with the top of the sensor
support mount facing your shoulder.
» Inserting the sensor on your Place the sensor support mount horizontally
abdomen. on your abdomen.
-
1 0. Ensure that the adhesive pad is
adhered to your skin.

a. Hold the sensor delivery unit firmly in place.
b. Smooth the adhesive pad against your skin.

Customer Care: 1-866-597-5520



12. Remove inserter

Saction 5
Incart or Remove Your Sansor

a. Grasp the top of the locking pin with your thumb and
index finger.

b. Twist the locking pina 1/4
turn in either direction until

>

¢. Pull the locking pin away to
remove it

Note: The sensor support mount adbestve will help
keep the sensor support mount in place,

Cautlon: Do NOT press the button until you are ready
to insert the sensor. Doing so may cause unintended
restilts or injury.

a. Hold the sensor inserter as shown and press down on
both sidex of the button at the same time.

Important: Do NOT prese on the biue release tabs while
Pressing the bution on the top of the inserler,

Note: You will feel a slight pinch as the sensor is placed
just nnder your elin.

a- Hold the sensar inserter and firmly squeeze the two
hlue relesse tabs at the ingerter's bage, 25 you lift the
inserter away from the sensor support moant.

Nate: Do NDT lift the inserter without squeezing
the blue release tabs a5 this may diglodge the sensor
support monint.




Section 5
Insert or Remove Your Sensor

1 4. Check the sensor support
mount.

a. Confirm the sensor support mount remains tightly
adhered to your skin by sliding your finger along the
edges of the adhesive pad and examine for any gaps
in adhesion.

b. Examine the area for a drop of blood. You may
see some blood from the insertion site. If there is
continuous bleeding that does not stop in a few
minutes even after blotting with a clean cloth or
swab, repeat the procedure from Step 2 to remove the
sensor support mount, select a new site and insert a
NEW sensor.

. Use a mirror to check that sensor is correctly placed.

Then

Sensor is correctly placed. You will see the
tip of the sensor is inserted under the skin
and the sensor is flush against the top edge
of the sensor support mount.

Sensor is missing.
1. Remove sensor support mount.
2. Go to Step 1 to insert a new sensor.

Customer Care: 1-866-597-5520
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Section 6
Attach Your Transmitter

1. Attach the transmitter to the
sensor support mount.

a. Position the transmitter over the sensor support mount
so that the battery side faces the mount.

b. Lower the transmitter onto the mount.

Note: It helps to position the transmitter’s connector
directly over the round part of the “keyhole” (Fig. 1)
as you lower the transmitter.

Result: The transmitter fits flush against the mount
and slides smoothly back and forth on the guide rails.

<. Hold the transmitter between your forefinger and thumb
and slide the transmitter until it clicks into place. Apply
firm pressure as you slide the transmitter into place,

(Fig. 2)

Note: It is normal to see a gap between
~.the transmitter and the support mount
. towards the top.

y
j—,.

.

2. Confirm the transmitter
is correctly attached to the

sensor support mount.
a. Look at the side of the transmitter where the bottom

sits on the guide rails.

b.Is there a space between the bottom edge of the
transmitter and the top edge of the guide rails?

Then
« No The transmitter is correctly attached. Go to Step 3.
* Yes 1. Go to Section 5 to replace your sensor.
2. Repeat this procedure to attach your transmitter.

Customer Care: 1-866-597-5520



Section 6
Attach Your Transmitter

3. Apply an over-bandage
(Optional).
Apply an over-bandage to hold down the transmitter and
o - sensor support mount. Use an over-bandage if you find
(] AT that the sensor support mount is not adhering well during
lllﬁ_t-mu i = daily activities.

R ]

Caution: If your results from the Continuous Monitoring mode seem erroneous, check and
make sure that the sensor has not dislodged. If you notice the sensor is dislodged from the
skin, or if you see that the adhesive on your overbandage or the sensor support mount is
coming loose, discard the old sensor and insert a new sensor.

Go to the next step.

4. Enter the sensor code into
your receiver.

a.When you hear the receiver beep, press the RIGHT
Option button once to turn the receiver on.

| Result: The receiver screen says, “New Sensor Detected
Hove You Fecantly Have You Recently Inserted a New Sensor?” (Fig. 1)

Inserted a New Sensor?

Note: Typically, it may take up to 3 minutes after
attaching the transmitter before the receiver beeps. See
Section 10 to troubleshoot if you do not get the sensor
detection message.

b. Press the RIGHT Option button (Yes).

Note: If you ever see this message at any other time,
press the LEFT Option button (No).

c. Press the UP or DOWN Arrow button to change the
number on the receiver screen to the number on the
packaging. (Fig. 2).

Lo 01234567

-
Semiaw (ode: o

{10
8=

‘t-“

m

3,

Important: Once the code has been entered and you
Caution: The code nunibers MUST have hit the Set button as instructed below, you will not
be able to change the sensor code number. If you have
entered the code incorrectly, you will have to replace the
sensor and enter the right sensor code. If you choose the
wrong sensor code, you may get erroneous results from
the sensor.

d. Press the RIGHT Option button (Set) to
accept the number on the screen.

match to ensure accurate test results,






















Section 7
Calibrate Your System/Test Blood Glucose Manually

1. Insert a FreeStyle Test Strip into
the receiver’s test strip port.

a. Insert the end with the dark rectangle.
b. Gently push until the test strip stops.

Result: The receiver will display the most recently used
test strip code number.

2. Ensure that the code number
on the screen matches the code
number on the test strip vial.

Caution: The code numbers MUST match to ensure
accurate test results.

Compare the code number on the display with the code
number on the vial of test strips.

If Then

« The numbers match. | a. Press the RIGHT Option button (Set).
b. Go to Step 3.

« The numbers do a. Use the UP/DOWN Arrow buttons to change the
NOT match. code to match.

b. Press the RIGHT Option button (Set).
¢. Go to Step 3.

« The screen changes = If the numbers do NOT match:
to the Apply Sample | a. Press the LEFT Option button (Back).
screen. b. Repeat Step 2.
If the numbers maich, go fo Step 3.

»

Result: The receiver will prompt you to “Apply Sample.
Customer Care: 1-866-597-5520



Section 7
Calibrate Your System/Test Blood Glucose Manually

3. Select a test site.

Caution: If you have hypoglycemia, or hypoglycemia
unawareness, then test ONLY on your fingers.

Note 1: Vary the sites from test to test to avoid tenderness
and to avoid creating calluses.

Note 2: Avoid moles, veins, bones, and tendons.

Caution: Always calibrate the
system using only a finger-stick
blood sample. Do NOT use
alternate site blood glucose
teasurements to calibrate the
system. The receiver contains

a built-in FreeStyle® Blood
Glucose Meter for performing
calibration tests.

B( Test Site
"™ Calibration sites

o

If Then

« You are calibrating the system. | Select ONLY a finger for testing (see red
circles).

« You are simply doing a manual | Select from among the sites shown
glucose test and NOT calibrating. | including the circled areas.



Section 7
Calibrate Your System/Test Blood Glucose Manually

4. Prepare for lancing.
a. Wash your hands and the selected test site with soap
and water. Make sure there is no lotion on the test site.

b. Thoroughly dry your hands and the test site.
¢. Snap the cap off the lancing device.

Important: Use a new sterile lancet for every test, NEVER
use a lancet for more than one person.

d.Insert a new FreeStyle Lancet firmly into the white
lancet cup holder.

Important: Do not touch the exposed needle on the lancet.

e. Hold the lancet firmly in place with one hand and use
your other hand to twist off the rounded top.

f. Replace the cap until it snaps or clicks into place.

If your test site is Then
» A finger. Use the grey cap.

» Your forearm or a test site other | Use the clear cap.
than the finger.

Customer Care: 1-866-597-5520



Section 7
Calibrate Your System/Test Blood Glucose Manually

4. Prepare for lancing. (con’t)
g Select the lancing device depth setting.

If you are lancing Then
« A finger. Set the depth setting to its shallowest depth (1).
« Your forearm. Start at Level (2) or higher if your experience with

setting 2 does not produce a usable sample.

« The FreeStyle® Lancing Device offers four different depth
settings. Move the dial to the desired setting as shown
in the depth indicator window. Level 1 is the shallowest
depth; Level 4 is the deepest. To lance parts of the body
other than the finger, we recommend that you start at
Level (2) and use the clear cap.

To lance your finger, we recommend that you set the
depth setting to its shallowest depth (1) and use the

grey cap.

h. Pull the dark grey cocking handle out until it clicks.

Note: You may have already cocked the device in Step 4d.

i, Prepare the site:

If you are using Then to stimulate blood flow

» A finger. Warm your hand, lower it to waist level, and
| gently massage the finger.
» Your forearm., Rub the test site vigorously until you feel it getting

warm (three to five seconds).

P



Section 7
Calibrate Your System/Test Blood Glucose Manually

5. Lance the site.

To lance your finger (grey cap):

a. Lightly touch the lancing device against the side of
your fingertip.

b. Press the release button.

¢. Put the lancing device down,

d. Gently squeeze your finger, if needed, until a drop of
blood the size of a pinhead forms.

To lance your forearm (clear cap):
a. Hold the lancing device against the test site.
b. Press the release button.
¢. Continue to hold the lancing device against the test
site as you:
i) Inspect the test site through the clear cap.

ii) Gradually increase pressure until the sample is the
size of this dot: «

Important: Do NOT smear the sample as you do the
next step.

d. Lift the lancing device straight up.

Customer Care: 1-866-597-5520



6. Test the sample.

Proccessing

>

08:30A

Cancel

I

« 'The stopwatch icon does

appear within 5 seconds.

Section 7
Calibrate Your System/Test Blood Glucose Manually

Do Not;

» Use test strips more than once. Discard used test strips.
»Scrape the blood.
«Apply blood to the flat side of the test strip.

« Apply blood to the test strip when the test strip is out of
the receiver.

« Apply blood to both edges of the test strip.

«Put blood or foreign objects into the receiver’s test
strip port.

a. Holding the receiver at a slight angle to the sample, gently
touch the half-circle on the test strip to the sample.

Important: Your blood glucose level must be between 60 and
300 mg/dL (3.3 and 16.7 mmol/L) to be able to perform
calibration tests. If your blood glucose level is changing
rapidly, you may not be able to calibrate the system.

b. Observe the receiver:

Then

NOT Continue adding blood sample to the
SAME half-circle for up to 60 seconds.

» The receiver BEEPS ONCE (only = Enough blood has been used.
if Progress Tones are turned on).

o The stopwatch icon appe

ars. The receiver is measuring your blood
glucose level.

» The receiver BEEPS TWICE (only The test is done. Go to Step 7.
if Progress Tones are turned on).

» Your blood glucose results appear
in the display (takes an average of

7 seconds).

» 'The receiver beeps three times. 'The test has failed. Repeat the test.

| Refer to Section 10 for error messages

» You get an error message. and troubleshooting.

FI
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Calibrate Your System/Test Blood Glucose Manually

7 . Interpret the blood glucose

ults.
restits Caution: Low or high glucose measurements can
indicate a potentially serious medical condition.
If And Then

» Lo appearsin | You do NOT have low blood Repeat the test from Step 3
the display. Lo | glucose symptoms. using:
appears when « Your finger.
the measured « A new test strip.
glucose result
is less than
20 mg/dL You have any of these symptoms: | Follow your healthcare
(L1mmol/L). | weakness o Headache team’s recommendations

 Sweating - Conihision for treating hypoglycemia.
» Nervousness
This is your second test.

» Hiappearsin | You do NOT have high blood Repeat the test from Step 3
the display. Hi | glucose symptoms. with a new test strip.
appears when
the measured | You have any of these symptoms: | Follow your healthcare
glucose result |« Fatigue « Excess urination team’s recommendations
ismorethan | «Thirst s Blurry vision for treating hyperglycemia.
500 mg/dL
(27.8 mmol/L). 'This is your second test.

« The receiver displays results from 20 to Continue to Step 8.

500 mg/dL (1.1 mmol/L to 27.8 mmol/L).
8. Confirm you did NOT
use Control Solution.

Press the RIGHT Option button to indicate that you did
NOT use a Control Solution.

Press the RIGHT Option button to select ‘No' and press
the RIGHT Option button again to view the continuous
glucose results. See Section 10 to respond to alarm
messages if there are any.

Note: If you do not select ‘No’ for the “Control Solution?”
question in this step within two minutes, the system
automatically considers it a blood test.

Customer Care: 1-866-597-5520
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Calibrate Your System/Test Blood Ghiucose Manually

9. Remove and discard the test sirlp.  Important: Tist strips may be used only once. Discard used

Noie: Use a sealed container such as a sharps container

to avoid biohazards.

. Snap off the cap from the lancing device,

b. Hold the lancet over a sharps container or other
puncture-proof container with a lid

c. Pinch the white dip that holds the lancet until the
lancet falls into the container.

Resuli: A properly calibraied receiver. You have done this

procedure correcily when:

[ Your hands and the test site have been cleaned with
soap and water and thoroughly dried with a dean towel.

[l The code mumber in the receiver matches the code
number for the test strips.

) The test site for calibration was a finges.

] The test site for manual blood glucose testing was
selected from any of the other test sites shown In Step 3
of this Section.

[ You used your finger, if you have hypoglycemia

[ You used the grey cap on the lancing device for a finger
site, OF, you used the clear cap on the lancing device
for a foresrm site.

1 The lancing produced an adequate amount of blood

1 You followed all of the notes in Step 6 when testing
the blood.

1 You interpreted the test results according to Step 7.
[ You selected NO in response to the recetver’s inquiry,
“Control Solation?”

[ You disposed the lancet in a sharps container orin a
puncture-proof sealed comtainer.
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Section 8
Set, Review, or Change the Alarm Settings

About Glucose Alarms

The FreeStyle Navigator® system is designed to alert you when your glucose levels reach preset
low or high values. These values or ‘threshold values’ can be programmed in the receiver for
any individual. These high and low glucose alarms or the threshold alarms are designed to
alert you when your glucose levels cross these threshold values.

High Threshold
(180 mg/dl)

Low Threshold

(80 mg/dL)
Example of a High Glucose Threshold Alarm - Example of a Low Glucose Threshold Alarm -
The alarm sounds when the glucose level crosses ‘The alarm sounds when the glucose level crosses
the preset threshold value. the preset threshold value.

In addition to alerting you of a high or low glucose condition, the system can also alert you
before you reach such a high or low glucose condition. These alarms are called the projected
high and projected low glucose alarms. They can be set at low, medium and high sensitivities
to alert you approximately 10, 20 or 30 minutes before your glucose levels reach the high or
low threshold values, assuming your glucose keeps changing at the same rate. You can turn all
glucose alarms ON or OFF. If the alarms are turned OFF, you will not get any alarms.

: These alarms are designed to help you take action as
z'gg mnjso’d soon as you are notified. Projected low and projected
mg/t \ high glucose alarms increase the overall ability to
4 detect a condition of low or high glucose. However,
they cannot be relied on exclusively for notification of

all low and high glucose conditions.

' High and low glucose threshold alarms can detect

a low or high glucose condition more often than
projected high and projected low glucose alarms (see
Example of a Projected High Glucose Alarm - The ~ alatm performance under performance characteristics
alarm sounds before the glucose level reaches the  for more information). Therefore, do NOT turn off the
preset threshold value. low and high glucose threshold alarms to rely just on

the projected high and projected low glucose alarms.

In order to get maximum notification of low and high
glucose conditions, use both the low and high glucose

_
threshold alarms AND the projected low and projected
high glucose alarms.

Low Threshold
(80 mg/dl)

Example of a Projected Low Glucose Alarm - The
alarm sounds before the glucose level reaches the

preset threshold value.
Customer Care: 1-866-597-5520
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About Glucose Alarms (con’i)

Follow the gnidelines below when selecting your alarm settings for detection of high and low glucose
conditions. When the detection rate Is maxisnum, you will get the greatest number of alarms. When
the detection rate is minimum, you will get the fewest Inmber of alarma.

Thrasheold Projected Dataction
Alarm

Maximum

ON
High Seasitivity (~30 min)

intermadiate

ON
Low Seasltivily {~10 min) or
Madhon Sensithity (~20 min)

Caution: Do NOT rely solely on the projecied glucose alarms for detection of low or high ghucose conditions.
Alunys use both the low glucose and high glucose threshold alarms AND the projecied low and projected

kigh plucose alarms for maximum nofificafion of low or high ghucose condifions,




Section 8
Set, Review, or Change the Alarm Settings

1. Access the Alarms menu

from the Main menu.
Note: If you don't press any buttons within 12 seconds,
Mall Hfn the receiver screen will go blank and the last change will
Glucose . >
(Alarms | be lost if you haven't pressed the Select button.
Reports
Systern a. Press the UP Arrow button or the DOWN Arrow
padber button to highlight Alarms.
Select
b. Press the RIGHT Option button (Select) to go to the
Alarms Setting screen.
2.Decide what to do.
If you want to Then
« Set, review or change the Low glucose alarm. Go to Step 3.
« Set, review or change the High glucose alarm. Go to Step 4.

« Set, review or change the PROJECTED Low glucose alarm. Go to Step 5.

« Set, review or change the PROJECTED High glucose alarm. | Go to Step 6.

« Set, review or change the Data loss alarms. Go to Step 7.

« Set, review or change the System alarms. Go to Step 8.
» Set Progress tones. Go to Step 9.
s Mute all audible alarms. Go to Step 10.

Note: In all the subsequent steps choosing the Next button will allow you to go from one field to
another. For example, you can go from the ON/OFF field to the Glucose threshold field to the
alarm setting field. Choosing the UP/DOWN Arrow button will allow you to choose the value you
want for the field.

For example, choose ON or OFF for the alarm, choose a number for the threshold like 70 mg/dL
or choose medium beep or long beep for the alarm setting.

Review the alarm performance data in Section 18 for a detailed analysis of the effectiveness of the
glucose alarms.

Customer Care: 1-866-597-5520



Csteps ooms

3. Set, review, or change the
Low Glucose alarm.

Alarm Settings 08:30A
Mute Alarms
High Glucose (275)
Projected Low {On)
Projected High (Off)

Main Select

Decide what settings you want:
+ Alarm on or off.
» Your threshold value.

Note: The alarm can only be set
between 60 and 139 mg/dL
(3.3 mmol/L and 7.7 mmol/L).

» Alarm type (Setting).

- Low, medium, or high beep.

- Short, medium, or long
vibration,

Section 8
Set, Review, or Change the Alarm Settings

Caution: The Low Glucose alarm cannot be set below
60 mg/dL (3.3 mmol/L). Therefore, it is not intended to
notify you of severe hypoglycemia.

a. Select Low Glucose from the Alarms menu.
« Use the UP/DOWN Arrow buttons to highlight

Low Glucose.
» Press the RIGHT Option button to select Low
Glucose.
Alarm Settings 08:30A
Low Glucose Alarm A

@ 70,

Setting: Medium Beep
Next Set

b. Review or change your settings.

» Press the LEFT Option button {(Next) to move from
one field to the next.

» Use the UP/DOWN Arrow buttons to change
the setting in any field.

= Press the RIGHT Option button (Set) to accept the
settings and return to the Alarms menu.

Note: The receiver will respond with a brief sample
of the alarm you selected.

¢. Decide what to do next.

Then

» You are setting, reviewing, or changing Continue to the next step.

all alarms.

« You are finished setting, reviewing, and | Go to Step 11.

changing alarms.

FI
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Section 8
Set, Review, or Change the Alarm Settings

4, Set, review, or change the

High Glucose alarm.
Caution: The High Glucose alarm cannot be set above
Alarm Sevings SRy 300 mg/dL (16.7 mmol/L). Therefore, it is not intended
Low Glucose {70) to notify you of severe hyperglycemia.

High Glucose {275)

Projected Low {On)

Projected High (Off) a. Select High Glucose from the Alarms menu.
Main Select » Use the UP/DOWN Arrow buttons to highlight
High Glucose.
) ) = Press the RIGHT Option button to select High

Decide what settings you want: Glucosa.

» Alarm on or off. prs—" ——

« Your threshold value. Hi;:nqucc:::;h,m i

Note: The alarm can only be set ON | 2 7 5

between 140 and 300 mg/dL v

(7.8 mmol/L and 16.7 mmol/L). Setting: Medium Beep
Next Set

» Alarm type (Setting).

ST ICHET S 25 b. Review or change your settings.

» Press the LEFT Option button (Next) to move from
one field to the next,

» Use the UP/DOWN Arrow buttons to change the
setting in any field.

o Press the RIGHT Option button (Set) to accept
the settings and return to the Alarms menu.

- Short, medium, or long
vibration,

Note: The receiver will respond with a brief sample
of the alarm you selected.

¢. Decide what to do next.

If Then

« You are setting, reviewing, or changing | Continue to the next step.
all alarms.

« You are finished setting, reviewing, and Go to Step 11.
changing alarms.

Customer Care: 1-866-597-5520



5. Set, review, or change your

Projected Low glucose alarm.

Alarm Settings
Low Glucose

Data Loss

Main

High Glucose (275)
Projected Low (On)
Prajected High (Off)

08:30A
{70

Select

Decide what settings you want:
» Alarm on or off.

» Sensitivity.

» Alarm type (Setting).

- Low, medium, or high beep.

- Short, medium, or long
vibration.

Section 8
Set, Review, or Change the Alarm Settings

a. Select Projected Low from the Alarms menu.

+ Use the UP/DOWN Arrow buttons to highlight

Projected Low.

« Press the RIGHT Option button to select
Projected Low.

Alarm Settings 08:30A
Projected Low Glucose A

Sensitivity: Low
Setting: Medium Beep

Next Set

If you want this much notice Then set the
before reaching your Low Sensitivity to:
glucose level:
« Maximum detection (most High
alarms, approximately 30
minutes in advance of events)
« Intermediate detection Medium

(intermediate alarms,
approximately 20 minutes in
advance of events)
» Low detection (fewest alarms,| Low
approximately 10 minutes in
advance of events)

b. Review or change your settings.
» Press the LEFT Option button (Next) to move

from one field to the next.

« Use the UP/DOWN Arrow buttons to change
the setting in any field.

= Press the RIGHT Option button (Set) to accept the

settings and return to the Alarms menu.

Note: 'The receiver will respond with a brief sample

of the alarm you selected.

<. Decide what to do next.

|

Then
» You are setting, reviewing, or changing Continue to the next step.
all alarms.
« You are finished setting, reviewing, and Go to Step 11.
changing alarms.

P



Section 8
Set, Review, or Change the Alarm Settings

6. Set, review, or change your
Projected High glucose alarm.
a. Select Projected High from the Alarms menu.

Alarm Settings 08:30A  Use the UP/DOWN Arrow buttons to highlight
Low Glucase (70) Projected High.
High Glucose (275) 3
Projected Low (On) « Press the RIGHT Option button to select
Projected High.
Data Loss
. Alarm Settings 08:30A
Haln 2elest Projected High Glucose &
[ON
¥
Sensitivity: Low
Setting: Medium B
Decide what settings you want: t:::‘ ST Set
« Alarm on or off.
+ Sensitivity. If you want this much notice Then set the
+ Alarm type (Setting). before reaching your High Sensitivity to:
- Low, medium, or high beep. glucose level:
- S!;)ortt,imedmm, srlong » Maximum detection (most High
VIRERION alarms, approximately 30
minutes in advance of events)
« Intermediate detection Medium

(intermediate alarms,
approximately 20 minutes in
advance of events)

sLow detection (fewest alarms, | Low
approximately 10 minutes in
advance of events)

b. Review or change your settings.

o Press the LEFT Option button (Next) to move
from one field to the next.

« Use the UP/DOWN Arrow buttons to change
the setting in any field.

o Press the RIGHT Option button (Set) to accept the
settings and return to the Alarms menu.

Note: The receiver will respond with a brief sample
of the alarm you selected.

¢. Decide what to do next.

If Then

» You are setting, reviewing, or changing Continue to the next step.
all alarms,

« You are finished setting, reviewing, and | Go to Step 11.
changing alarms.

Customer Care: 1-866-597-5520



7. Set, review, or change the

Data Loss alarms.
Alarm Settings 08:30A
Low Glucose (70)

High Glucose (275)
Projected Low (On)
Projected High (Off)

Main Select

Decide what settings you want:
« Alarm on or off.
« Alarm type (Setting).

- Low, medium, or high beep.

- Short, medium, or long
vibration.

I

» You are setting, reviewing, or changing

all alarms.

Section 8

Set, Review, or Change the Alarm Settings

Loss.

Alarm Settings 08:30A
Data Loss A

Setting: Low Beep

Nexct Set

b. Review or change your settings.

« Press the LEFT Option button {(Next) to move
from one field to the next.

+» Use the UP/DOWN Arrow buttons to change
the setting in any field.

» Press the RIGHT Option button (Set) to accept the
settings and return to the Alarms menu.

Note: The receiver will respond with a brief sample
of the alarm you selected.

<. Decide what to do next.

Then

Continue to the next step.

Important: If you turn off your Data Loss alarms, you must

also turn off your Low Glucose, High Glucose, Projected Low
and Projected High alarms.

a. Select Data Loss from the Alarms menu.
» Use the UP/DOWN Arrow buttons to highlight Data

= Press the RIGHT Option button to select Data Loss.

» You are finished setting, reviewing, and

changing alarms.

Go to Step 11.

P
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Set, Review, or Change the Alarm Settings

8. Set System Alarms.

Important: If you turn off the System Alarms, the receiver

A Settings 05300 will NOT prompt you to do the calibration tests after you
High Glucose (275) .
Projected Low (On) insert a new sensor.
Projected High (Off)
Data Loss a. Select System Alarms from the Alarms menu.
System Alarms
Main Select
Alarm Settings 08:30A
Systemn A

Decide what settings you want: Setting: Low Beep
» Alarm on or off ot e

« Alarm type (Setting).
- Low, medium, or high beep.

- Short, medium, or long

b. Review or change your settings.
vibration.

« Press the LEFT Option button (Next) to move
from one field to the next.

» Use the UP/DOWN Arrow buttons to change
the setting in any field.

» Press the RIGHT Option button (Set) to accept the
settings and return to the Alarms menu.

Note: The receiver will respond with a brief sample
of the alarm you selected.

¢. Decide what to do next.

If Then

» You are setting, reviewing, or changing Continue to the next step.
all alarms.

» You are finished setting, reviewing, and Go to Step 11.
changing alarms.

Customer Care: 1-866-597-5520
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9. Set Progress Tones.

larn Setirgs e a. Select Progress Tones from the Alarms menu.
Projected Low (On)
Projected High (Off)

Data Loss
Sysiem Alarms Alarm Settings 08:30A
Progress Tones A
Main Select m
v
Setting: Low
Decide what settings you want: Rext Set

» Turn progress tones on or off.

« Set progress tones volume low

or high.

b. Review or change your settings.
« Press the LEFT Option button (Next) to move
from one field to the next.

» Use the UP/DOWN Arrow buttons to change
the setting in either field.

« Press the RIGHT Option button (Set) to accept the
settings and return to the Alarms menu.

Note: The receiver will respond with a brief sample

of the alarm you selected.
¢. Decide what to do next.
If Then
+ You want to mute alarms. Go to Step 10.

» You are finished setting, reviewing, and | Go to Step 11.
changing alarms.
















Section 9
Daily Use

1. Decide what to do.
If you want to Then go to this Step
» Connect your receiver and transmitter. 2

» Reconnect your receiver and transmitter.
» Interpret the CM screen.
« Interpret icons on the CM screen.

» Interpret icons on the Main screen.

LS I - Y U

» Turn the receiver backlight on.

2. Reconnect the receiver to the
transmitter.
a. Place the receiver within 10 feet of the transmitter.

b.Decide what to do next.

Ifthe receiver has Then
lost connection

» For less than 30 minutes. | 1. Wait for the connection icon & to disappear
automatically from the display to confirm
connection.

2. Go back to Step 1 of Section 9.

« For 30 minutes or more. 1. Press the RIGHT Option button twice to
display the Main Menu screen.

2. Use the UP/DOWN Arrow button to highlight

Systern Menu

Data Upload 3. Press the RIGHT Option button (Select) to
E_ta;us display the System menu with Reconnect

In . +
Set Date/Time hlghhghted.

Wi St 4, Press the RIGHT Option button (Select).

5, Wait for the receiver to beep. If it beeps:
« Twice - the system is connected. Go back to
Step 1 of Section 9.
» Three times - the system is not connected.
Make sure the battery in the transmitter
is new and ensure that the receiver and
transmitter are linked (see Section 14).

Customer Care: 1-866-597-5520
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3. Interpret the CM screen.
Press the RIGHT Option button to turn the display on.
Result: The Glucose CM screen is displayed.

Location Description

If CM appears here, the receiver is operating
in the Continuous Monitoring mode.

| <M,

If BG appears here, the receiver is
operating in the Blood Glucose mode.

The current time of day.

- 08:30A

: The directional glucose trend arrow tells
Ra— you the direction that your glucose levels

= 7' : are trending and how fast (see Step 4).
The system uses 15 minutes of continuous
glucose data to display the arrow.
Occasionally, the arrow may not be
displayed temporarily. Refer to the Line
Graph for recent glucose history.

| Tells you what pressing the RIGHT Option
button will do - in this case, it takes you to
the Main screen.

Maln?

Your current glucose level. Follow the
recommendations of your healthcare team

1 2 Omgld'-\.: to treat low glucose (hypog-lycerr%ic) and
'ts. high glucose (hyperglycemic) episodes.

Caution: Before adjusting treatment for diabetes management based on the
continuous glucose results from your FreeStyle Navigator system, perform a Blood
Glucose mode test to confirm the continuous result.
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4. Interpret the icons.
Note: The directional trend arrows are different from the

projected glucose alarms (Section 8). For example, you
can have a projected low glucose alarm and still have a
relatively stable trend arrow.

This Icon Means

Your glucose is changing gradually, changing at a rate of less
than 60 mg/dL/hr (3.3 mmol/L/hr).

Your glucose is increasing moderately, at a rate between
60 mg/dL/hr and 120 mg/dL/hr (3.3 mmol/L/hr and
6.7 mmol/L/hr).

Your glucose is decreasing moderately, at a rate between
60 mg/dL/hr and 120 mg/dL/hr (3.3 mmol/L/hr and
6.7 mmol/L/hr).

Your glucose is increasing rapidly, at a rate of greater than
120 mg/dL/hr (6.7 mmol/L/hr).

Your glucose is decreasing rapidly, at a rate of greater than
120 mg/dL/hr (6.7 mmol/L/hr).

The system is processing a control solution or blood glucose
sample in the Blood Glucose mode.

It is time to do a calibration. See Section 7.

The system is waiting until it is time to do something (for
example, waiting to do the 1st calibration after inserting a
sensor). You don’t need to do anything.

There is a problem with the transmitter-receiver connection.
See Step 2.

The alarm is muted.

LN M e €« N

It is time to replace the batteries in the receiver. Install the new
batteries just before you insert a new sensor. See Section 2.

This icon shows up for Blood Glucose mode test results that
happened when the operating temperature was beyond the
system’s specified operating temperature range and may be
less accurate, Discard the test and repeat another test within
the operating temperature range of the system.

o [

Customer Care: 1-866-597-5520
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Section 10
Respond to Alarms, Errors, and Problems

10 Respond to Alarms, Errors, and Problems

Pu FPOS@ To resolve alarm messages, error codes, or problems.

Start Do this any time you:
« Receive either an alarm or an error code in the Continuous Monitoring mode or
the Blood Glucose mode.
« Experience problems with your FreeStyle Navigator system.

Materials vour FreeStyle Navigator system.

Helpful Information

Caution: For ALL alarms, if you do not turn on the display of the receiver within the first hour of
the notification of an alarm, the receiver will stop beeping (or vibrating). No further alarms will
sound (beep or vibrate) until the display has been activated.

Important: Muting the alarms is not recommended during times when you are unable to interact
with your receiver (for instance, when you are asleep). Interacting with your receiver includes
activities such as pressing the buttons, viewing the screen, or inserting a strip to do a BG test.

If no buttons are pressed during the 1 hour muting period during which an alarm is active, the
alarm response period will elapse during the mute time and no further alarms will sound until the
display has been activated.

» Press the RIGHT Option button to respond to a vibration or audio alarm.
« Press the LEFT Option button to turn off a text display message.

« See Section 8, Step 10 to mute all audible alarms for 1 hour.

« Alarms are given a level of urgency based on how soon you must respond. Alarms act differently
depending upon the level of urgency:

If the level of

urgency is Then the alarm

High-H » Must never be ignored.
« Cannot be muted.
» Is the same as a medium urgency alarm in all other respects.

Medium - M » Can be muted.
« Sounds three short beeps every 6 seconds for 1 minute or
until you activate the display.
« Repeats every 5 minutes until acknowledged or fixed.
» Repeats every 15 minutes after acknowledged until fixed.

Intermediate—I | o Is the same as the medium urgency alarm except the
intermediate alarm will stop and will not sound again:
- After 1 hour.
— When acknowledged.
— Can be muted.

Low-L '« Does not need to be addressed right away.
« It is a single beep that does not repeat. Can be muted.
« Is turned off when acknowledged.

« The level of urgency is indicated in some of the following tables with H for high, M for medium, I
for intermediate, and L for low.

« The alarms are alphabetized in the following tables.
« If you cannot find the information you need, call Customer Care.



Section 10
Respond to Alarms, Errors, and Problems

Status Information

'The receiver can provide you with a number of different types of Status Information. Available
Status Information is listed in the following table. To access the Status information, press the
RIGHT option button twice to get to the Main menu and use the UP or DOWN arrow button to
highlight System. Select System by pressing the RIGHT option button. Highlight and select Status
from the System menu.

Status Information Description
Removed Sensor Allows you to indicate you are removing a Sensor
so the Data Loss Alarm will not set off. Use this
08:30A only if you are removing a sensor.

Note: Once you select this option, the system will

Did You Remove

The Sensor? terminate any active sensor.
No Yes
System Status Shows information about the System, including
Sensor life remaining (in hours) and time since
System Status 08:30A valid data was transmitted (in hours).
Sensor Life Left 000:000
Time Since
Sensor Data - - -
Back Main
Receiver Status Shows information about the receiver, including
serial number and software version (may be useful
Receiver Status 08:30A when calling Customer Care), as well as battery life
Serfal #: BAAH190-80020 remaining.

SW Version: 0.61
Battery Life: 75-100%

Back Main
Transmitter Status Shows the transmitter’s serial number. You may need
to verify the serial number after linking to a new
TransmitterStaitus  DBB0A transmitter. This unique value is used by the receiver
D to accept data from only the transmitter the receiver
AAAHZ98-80008 is linked to. It also shows battery life remaining.
TX Battery: 75-100% After replacing the battery, once the system has
recognized the new battery, it will display battery life
Back a as 75-100%. If there is no connection between the
C ain

transmitter and receiver, you will see 3 dashes, “- - -,
instead of the battery life.

Customer Care: 1-866-597-5520
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Status Information (con’t)

Status Information Description

CM Status. Stores recent error codes related to the Continuous
Monitoring mode (may be useful when calling Customer
CM Status 08:30A Care).
Last Reset; OK Note: The CM Status screen shows information about
Can'tCal: 6 calibration and sensor errors. You can get information

Cal Failed: BG High
Sensor Err: 207

about why the system did not prompt you to perform a
calibration (“Can’t Cal: xxx”) or why a calibration failed (“Cal
Failed: xxx”) or why continuous glucose readings are not
displayed (“Sen Err: xxx”). These numbers and information
help troubleshoot your system performance. The Customer
Care representative may ask you to access the CM Status
information.

Back Main

Calibration BG. Allows you to add a new blood glucose reading used for
calibration. Use this selection ONLY at the request of a
0830A Customer Care representative.

Note: Once you use this feature to successfully perform an
additional calibration, the system discards the parameters
from the previous calibrations. It begins to calculate glucose
results based on this calibration. When using the Calibration
BG feature, always perform an additional Blood Glucose
mode test to confirm the first test.

This feature cannot be used in the first ten hours after sensor

insertion. Using this feature does not change the regular
scheduled times for calibration.

Do You WantTo
Calibrate?

Yes No

Alarms and Errors

Display 7 Description

'The system will notify you of any conditions that may need

Glucase CM 0300A| | your attention through messages that will be displayed on
8 5 your receiver screen. You can find out what those messages
mg/dL N mean and how to respond to them. For example, see Fig. 1.
The messages are arranged alphabetically in the table titled
Glucose “Respond to alarm message’.
Acknowledge Main
Fig. 1
‘When you use your built in FreeStyle Meter to make
measurements, you may receive error codes on the receiver.
You can find out how to respond when you get those codes.
For example, see Fig. 2.
Glucose BG 08:3¢

Erl

Fig.2

































Section 10
Respond to Alarms, Ervors, and Problems

The receiver will not turn on.

2. Was the test strip inserted correctly (the “FreeStyle” side
was up as you inserted the end with the dark rectangle)?
If YES, goto Step c.
If NO, repest the test with a new strip taking care that
the "FreeStyle” side 1s up as you insert the end with the
dark rectangle untll it stops.

b. Did this selve your problem?
If YES, stop.
IfNO, costtirrae with Step c.

. Are the batteries installed correctly?
IfYES, goto Step d.

IFNO, Install the batteries correctly and reset time
an] date.

d. 'The batteries may be dead, replace existing batteries
and reset time and date.

€. Bepeat the test with a new test strip.
Hf this did not resolve your problem call Customer Care.

Note: Whenever batteries are removed and replaced or
re-installed in the receiver, you will have to reconnect
the transmitter and recefver and insert a new sensor,

The Blood Glucose test won't start after you apply a sample.

Notz: Ensure that you apply your sumple when the
Apply Sample message appears on the display.
a. Repent the test using a LARGER sample on a new
test strip.
b. Hthis did not resolve your problem call Customer Care.

Customer Care: 1-866-597-5520



Section 10
Respond to Alarms, Errors, and Problems

Unexpected characters on the receiver display screen, unusual
or unexpected receiver screen appearance.

If Then
The batteries are installed correctly. If you are close to a source of
electromagnetic interference (see
Appendix C for further details),

move away from the interfering source
and see if the problem goes away. If
there is consistent interference from

a source, contact the manufacturer

of the source or a certified electrician
for help. The batteries may have to be
replaced. Replace batteries with fresh
ones and reset date and time.

'The batteries are installed incorrectly. | Install batteries correctly and reset date
and time.

a. Reconnect the transmitter and receiver.
b. Insert a new sensor.

c. If this did not solve the problem, call Customer Care.



Section 10
Respond to Alarms, Errors, and Problems

There is no glucose value on the screen.

If

You are waiting for the first
calibration.

It has been more than 10 hours
after insertion of the sensor,

It has been more than 10 hours
after insertion of the sensor.

The time window for calibration
(for example, you have 2 hours to
perform the second calibration,
see Section 7) has expired.

You have performed all the
appropriate calibrations
successfully.

You have performed all the
appropriate calibrations
successfully.

And

It has been less than
10 hours after the
insertion of the sensor.

You see an E icon
on the screen.

You receive alarms
(for example, skin
temperature related
alarms or connection
alarms).

You have not
performed a BG Test
for calibration,

You see an 5( icon
on the screen,

Then

You will see an E icon on the
screen. Wait for the system to
prompt you to do a BG test for
calibration.

Allow the system up to 2 hours

to prompt you to do a BG Test
for calibration.

| Acknowledge the alarm, take

appropriate action (for example,
bring the skin temperature
within range or establish
connection between the
transmitter and receiver) and
allow the system up to 2 hours to
prompt you to do a BG test for

calibration.

Perform a BG test for calibration.
(see Section 7).

Follow the guidelines for trouble-
shooting connection between
the transmitter and receiver.

Allow the system up to 1 hour

to start displaying the glucose
values on the screen.

If none of the above helps solve the problem, replace the sensor (Section 5) or call Customer Care.

Customer Care: 1-866-597-5520



Section 10
Respond to Alarms, Errors, and Problems

Skin irritation at sensor insertion site.

a. Ensure that seams, waistbands, or other constrictive
clothing or accessories do not cover the site causing
friction.

b. Inspect the site.

If the irritation is Then

Around the edges of the adhesive Lift the edges slightly all around the
or tape. dressing.

Wherever the adhesive touches skin. | You may be sensitive to the adhesive or
material, consult your healthcare team
to identify the best solution.

<. If none of the above works, consult your healthcare
team for other suggestions.

The sensor support mount is not sticking to your skin.

Note: Do Step a through Step ¢ BEFORE placing the
sensor support mount on your skin.

a. Clean the insertion site by washing with soap and water.
b. Dry the site thoroughly with a clean towel.
<. Wipe the area with an alcohol prep pad.

d.If your skin-type requires more adhesive than provided
on the sensor support mount, or if you anticipate an
activity level that may require more adhesive, place an
over-bandage over the transmitter AFTER connecting
the transmitter to the sensor support mount.



Section 10
Respond to Alarms, Errors, and Problems

Discomfort when inserting the sensor.

a. Rub the insertion site with ice before inserting the sensor.
b. If that doesn't work, call Customer Care.

The system does not recognize a new sensor after attaching the
transmitter to the sensor support mount.

If Then
Your transmitter and receiver | You will see the icon on the screen. Try
are not connected. establishing connection between the receiver

and transmitter. If the system still does not
recognize a new sensor in about 3 minutes,
remove the sensor and insert a new sensor
{Section 5).

Your receiver and transmitter | a. Make sure that the transmitter is firmly

are connected. attached to the sensor support mount and
wait for 3 minutes to allow the system to
recognize the sensor.

b. If the system still does not recognize the
sensot, remove the sensor {(Section 5),
establish connection between the transmitter
and receiver (Section 9), insert a new sensor,
and attach the transmitter to the sensor
support mount (Section 6). Make sure that
the contact points on the transmitter are dry,
clean, and not excessively worn.

Your system is not linked and | Your system may not be linked. Perform the

you see the “Link” message on | steps to link the system (Section 14). Make

your screen. sure you reconnect the system after linking
{Section 9). Remove and insert a new sensor.

If none of the above solves the problem, there may be something wrong with your
transmitter. Call Customer Care.

Customer Care: 1-866-597-5520



Section 10
Respond to Alarms, Errors, and Problems

You are not sure whether your receiver and transmitter
are connected.

If Then

You do not see the ¢ icon | Your system is connected.
on the screen.

You see the & icon. There is no connection between the receiver
and transmitter. Reconnect the transmitter and
receiver, see Section 9.

You see the & icon and Check and make sure that the transmitter
the reconnect procedure battery is not old or exhausted.
was unsuccessful. If the battery is old or exhausted, then

a. Remove the sensor.
b. Change the battery.

c. Establish connection between transmitter
and receiver.

d. Insert a new sensor.

You continue to see the & Wait for a couple of minutes after inserting the

icon even after replacing the | new battery to allow the system to recognize

battery in the transmitter. the new battery, If after two minutes, the
system still does not recognize the new battery,
there is probably something wrong with your
transmitter. Call Customer Care,

You see the “Link” message Your system is not linked. Perform the steps
on the screen. to link the system (Section 14). Make sure you
reconnect the system after linking (Section 9).



Section 10
Respond to Alarms, Errors, and Problems

The system does not prompt you with a message to do
BG test for calibration.

If And Then
The system did not prompt Follow the troubleshooting
you with a message recognizing ' guidelines on sensor recognition.

a new sensor after you attached
the transmitter to the sensor

support mount. _

It has been less than 10 hours Wait for the 10 hour time period

after insertion of the sensor. to end and allow the system to
prompt you to do a BG Test for

calibration.

It has been more than 10 hours . . Reconnect the transmitter and
Thereisa icon
after the insertion of the sensor. & receiver (Section 9) and allow the
system up to 2 hours to prompt you
to do a BG Test for calibration.

on the screen.

It has been more than 10hours | You have received | Acknowledge the alarm message,
after the insertion of the sensor. | alarm messages on | take appropriate action and allow
the receiver, the system up to 2 hours to prompt
you to do a BG Test for calibration.

If none of the above helps solve the problem, replace the sensor (Section 5) or call
Customer Care.

Check your work.

Result: Information on what to do in the event of alarm
messages, error codes, or other common problems.

You will have done this task correctly when you
have resolved the problem or contacted either your
healthcare team or Customer Care for additional
suggestions or help.

Customer Care: 1-866-597-5520












Section 11
Add Events

2. Select the type of event you
want to record.
" Use the UP Arrow button or the DOWN Arrow button to
s el i highlight the type of event:
Meals
Exercise
State of Health
Generic
Main Select
If the event deals with Then
» Meals or snacks. 1. Highlight Meals.
2. Press the RIGHT Option button (Select).
3. Go to Step 3.
« Details of an insulin dose. [ Highlight Insulin.
(injection or pump) 2. Press the RIGHT Option button (Select).
3. Go to Step 4.
« Exercise. 1. Highlight Exercise.
2.Press the RIGHT Option button (Select).
3.Go to Step 5.
» Your state of health. 1. Highlight State of Health.
; | 2. Press the RIGHT Option button (Select).
» Symptoms. 3.Go to Step 6.
s Other health related observations. _
« Other events. 1. Highlight Generic.
2. Press the RIGHT Option button (Select).
3.Goto Step 7.

Note: For all the steps below, make sure that you have entered the correct date and time.

3. Record meal events.
a. Use the LEFT Option button (Next) to select which

b 03’30‘: item to enter or change (Carbohydrate grams, SAVE/
04-09-05 0830 A CANCEL, Date, Time).
Carbs: 15¢ | b. Use the UP Arrow button or the DOWN Arrow

¥

S

* button to change the selected item.

N ‘{';‘ét? :‘émzcﬂ’:- Note: You can change the carbohydrate grams from
= e 0 to 350 grams in 1 gram increments.
c. When you are done, press the RIGHT Option button

(Set) to save (or cancel) the event.

Customer Care: 1-866-597-5520
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Section 12
Review Reports and Edit Events

2. Decide what you want to do.

Note: Your reports will be more meaningful if you set
glucose targets. Glucose targets give you something to
compare your actual glucose levels with.

Decide what to do:

If you want to Then
« Set glucose targets. Go to Step 3.

» See a line graph showing a history ' Goto Step 4.
of your glucose levels.

» See a statistical summary of your | Go to Step 5.
glucose levels over time.

» Review or edit the events you have | Go to Step 7.
recorded in your receiver.

» Quit and return to the Main menu. | Press the LEFT Option button (Main) on
the Reports menu.

3.Set your glucose targets.

a. Select Glucose Targets from the Select Report menu.
SetTarget Range 08:30A i) Pressthe UP Arrow button or DOWN Arrow
A button to highlight Glucose Targets.

Low Target: E2J} v ii) Press the RIGHT Option button (Select) to go to
AETEES the Glucose Targets screen.

Next Set b. Enter your low glucose target using the UP or DOWN
Arrows.

<. Press the LEFT Option button (Next) to move to the
High Glucose target setting.

d. Enter your high glucose target using the UP or DOWN
arrows.

e. Press the RIGHT Option button (Set) to save the
settings.

Result: The settings are saved and the Select Report
screen appears.

f. Return to Step 2 to decide what to do next.

Customer Care: 1-866-597-5520



Section 12
Review Reports and Edit Events

4. View a line graph of your
glucose level history.
a. Select Line Graphs from the Select Report menu.
5:':"‘“”'“ Perlod  0830A i) Use the UP Arrow button or DOWN Arrow
i Hg:: button to highlight Line Graph.
6 Hour ii) Press the RIGHT Option button (Select) to go to
e the Select Time Period screen.
S Snla b. Select the time period (2, 4, 6, 12, or 24 hours) using
the UP Arrow button or the DOWN Arrow button.
<. Interpret the graph:
i « Notice your glucose target range (the shaded
280 horizontal band).
’““ » Notice your glucose level (in mg/dL along the left
1:: hand side) at different times (bottom line).
LT T « Notice the trends and the times that your glucose
level is outside of your target range.
« Notice how different events that you entered are
Note: The line graph display located in relation to your glucose profile. Events
range is between 20 mg/dL entered will be shown on the line graph with letters
(1.1 mmol/L) and 350 mg/dL indicating the event - “I” for Insulin, “M” for meals,
(19.4 mmol/L). “B” for exercise, “H” for state of health and the

number (1 thru 8) for a generic event.

Chluicass vilues oxeesdiog Note: The line shows both your continuous readings

35_0 mg/dL. (19.4 mmol/L) (plotted every 10 minutes) and your blood glucose
will be plotted as 350 mg/dL readings (the “+” symbols on the line graph).
(19.4 mmol/L). When viewing the line graph, you can scroll forward
Glucose values falling below on the time axis by pressing the UP Arrow button and
20 mg/dL (1.1 mmol/L) will you can scroll backward on the time axis by pressing
be plotted as 20 mg/dL the DOWN Arrow button. You will not be able to see
(1.1 mmol/L). the date on the time axis.
d. Decide what to do next.
If you want to Then
* View a line graph for another 1.Press the RIGHT Option button to return
time period. to the Select Time Period screen.
2.Go to Step 4b.
« End viewing line graphs. | 1.Press the RIGHT Option button to return

to the Select Time Period screen.

2.Press the LEFT Option button (Back) to
return to the Select Reports screen.

3.Go to Step 2 to decide what to do next.






6.Select the desired statistical

reading.

Section 12
Review Reports and Edit Events

Note: Statistics include ONLY continuous glucose results.

Glucose readings that were taken in the Blood Glucose mode
are NOT included in the statistics.
a. Use the UP Arrow button or DOWN Arrow button

to highlight the statistic you want to review for the

selected period.

If you want to know Then highlight

« Your highest glucose reading.
« Your lowest glucose reading.
« Your average glucose reading.

« How well you are maintaining your
levels near the average value.

« The percentage of readings that are
above your high glucose target.

« The percentage of readings that are
within your glucose targets (between
the high and low targets).

« The percentage of readings that are
below your low glucose target.

« The average number of low glucose
alarm events per day.

« The average number of high glucose
alarm events per day.

« The average number of projected low
alarm events per day (early warnings).

« The average number of projected high
alarm events per day (early warnings).

Highest CM.

Lowest CM.
Ave. CM.
Std. Dev.

Note: A small number indicates that
most of your glucose readings are
close to your average value. A large
number indicates that many of your
glucose levels vary considerably from

| your average value.

Above Target.

Within Target.

Below Target.

| Low/ Day.

High/Day.

Proj Low/Day.

Proj High/Day.

b. Press the LEFT Option button (Next) to view other periods.
Note: You can view reports for 1, 3, 7, 14, 21, or 28 day
periods, in that order.

¢. Press the RIGHT Option button (Back) to return to the
Select Reports screen.

d. Go to Step 2 to determine what to do next,

fEI



Section 12
Review Reports and Edit Events

7 . Review or change your
event history.
Select Filter Y a. Select Event History from the Select Reports menu.
E
M 120 b. Use the UP or DOWN Arrow button to highlight the
CM 10 . .
BG event you want to review or edit.
Insulin
Back Select
If you want to e p o
review/edit your & Then highlight
« Continuous glucose 10 minute intervals CM10
measurements.* 60 minute intervals CM 60
_ 120 minute intervals _ CM 120
» Blood glucose readings.* BG
« Insulin events. Insulin
» Meal events. Meals
» Exercise events. Exercise
» State of health. State of Health
« Miscellaneous events. Generic
» Alarms history* Alarm history
o All events. User Events

(* = Cannot be edited) ¢. Use the RIGHT Option button (Select) to go to the

highlighted report.
d. Decide what to do next.

If you want to Then

» Edit the event. ' Goto Step 9.

« Interpret the event. | Go to Step 8.

« Review other events. 1. Select the LEFT Option button (Back) to go
to the Select Filter screen.

_ | 2.Go to Step 7b.

« Stop reviewing events. 1. Select the LEFT Option button (Back) to go
to the Select Filter screen.

2. Select the LEFT Option button to go to the

Select Report screen.

3. Go to Step 2 to decide what to do.

Customer Care: 1-866-597-5520



Section 12
Review Reports and Edit Events

8. Interpret your events.
a. Interpret the events using the notes about each type of
event in the table below:
Event Notes
CM » Each recorded measure is displayed on one screen with its
{CM 60,CM 120, date and time.
and CM 10) - Displays actual measures at the indicated intervals.
« Does NOT display averaged measures.
« Use the RIGHT Option button (Next) to move to the next
recorded CM reading.
BG '« Each BG measure is displayed on one screen with its date
and time.
« All BG measures are displayed.
« A checkmark o/ indicates that the measure was marked
as a control.
« Use the RIGHT Option button (Next) to move to the next
recorded BG screen.
Insulin ' Each recorded insulin event is displayed with type, dosage in
units, date, and time,
Meals ' Each recorded meal event is displayed with its carbohydrate
value in grams, date, and time.
Exercise ' Each recorded exercise event is displayed with its description,

duration in hours and minutes, intensity, date, and time.

State of Health | < Each recorded event is displayed with its description, date,

Generic and time.

Alarm History | Note: Generic events do NOT include a description, just a
number that represents the event.

User Events

b. Go to Step 7d.















Section 13
Clean Your System

1. Clean your transmitter.

a. Wash the transmitter with mild soap and water.
b. Rinse the transmitter thoroughly under running water.

¢. Dry the transmitter thoroughly with a clean, soft, lint-
free towel.

d. Shake any water out of the transmitter’s contact points
and blot on a clean, dry, lint-free towel.

e. Make sure that the contact points are clean, dry, and
not excessively worn.

Before cleaning the receiver skin, remove it from the
receiver. Wash the receiver skin in mild soap and water.

Caution: Do NOT immerse the receiver in water or
in any other liquid. Avoid getting water or any other
liquid in the test strip port.

Wipe the outside of your receiver with a clean, soft, lint-
free towel dampened with either a mild soapy solution or
70% isopropyl alcohol.

4. Check your work.

Result: A clean transmitter, receiver and receiver skin.
You have done this procedure correctly when:

[ All visible dust, dirt, grime, and other foreign
substances have been removed.

[} The transmitter is thoroughly dry, including the
contact points.

Customer Care: 1-866-597-5520












Section 14

Decide what you want to do.

« Unlink your receiver from your transmitter. 2
« Link your receiver to your transmitter. 3
« Check your work. 4

Unlink your receiver from
your transmitter.
a. Press the RIGHT Option button twice to display the
Link 08:30A Main menu.
Blood Glucose Mode b. Use the UP or DOWN Arrow button to highlight
Relink to?l"-ransmltter SySteIn'
BG Relink ¢. Press the RIGHT Option button (Select) to display the

System menu.

d. Use the UP or DOWN Arrow button to highlight Link.

e. Press the RIGHT Option button (Select) to display the
Link screen.

f. Press the LEFT Option button (Unlink) to unlink your
transmitter from your receiver.
Note: Unlinking your receiver from your transmitter
will terminate your sensor. If you proceed, you will
need to insert a new sensor after linking to your new

transmitter. A warning screen is displayed if you have
a sensor in progress. Press the button labeled “Yes” to

continue unlinking.

g. Press the LEFT Option key (BG) to operate your
system in the Blood Glucose mode. By choosing this
option, you have shut off the Continuous Monitoring
mode.

Note: You can now use your receiver to perform blood
glucose measurements (See Section 7).

h. Go to Step 1 to decide what to do next.

Customer Care: 1-866-597-5520



Link your receiver to your

transmitter.

Link 08:30A

Searching For
Transmitter
Allow 70 Seconds

Cancel

Transmitter ID:
AAAF293-80359

Link 08:30A

located
Is this yours?
No Yes
AARFIOZ-BD359
« Are the same.
+ Are NOT
the same,
Verify that the ID
number displayed

on the screen is
the same as the
ID number on the
bottom of your
transmitter.

Check your work.

Section 14

a. Place the receiver within 10 feet of the transmitter.

b. Press the RIGHT Option button twice to display the
Main menu.

¢. Use the UP or DOWN Arrow button to highlight
System,

d. Press the RIGHT Option button (Select) to display the
System menu.

e. Use the UP or DOWN Arrow button to highlight Link.
f. Wait while the receiver searches for the transmitter.

Note: It may take the receiver up to 70 seconds to find
the transmitter.

Result: The receiver displays the transmitter’s ID number.

1. Press the RIGHT Option
button (Yes).
Result: The Main menu is
displayed.

2. Go to Step 4.

1st attempt Press the Left Option button
(No). The receiver will continue
to search for another transmitter
in the vicinity.

2nd attempt | Call Customer Care.

Caution: If you accept an incorrect transmitter ID when
linking your Transmitter and Receiver, your glucose
readings will be incorrect.

Result: A linked or unlinked transmitter and receiver. You
have done this procedure correctly when:

[ Your system is linked when you wanted it linked.

[ Your system is unlinked when you wanted it unlinked.

[ You called Customer Care after your 2nd attempt to
link failed.

[ The ID number of the transmitter displayed by the

receiver (under the Transmitter Status menu item)
matches the ID on the transmitter label.



Customer Care: 1-866-597-5520






Customer Care: 1-866-597-5520






Section 15
Reset User Settings

2. Access the Reset User

Settings screen.
a. Press the UP or DOWN Arrow button to highlight
System Menu 08:30A i
bk Reset User Settings.
;:‘:Date TinE b. Press the RIGHT Option button (Select) to go to the
Country Settings Reset User Settings Screen.
Main Select

3. Reset your settings.

Confirm what you want to do:
If you want to Then
« Return your system to its Press the RIGHT Option button (Yes).
default settings. Note: You will lose your personal settings.
« Change your mind. Press the LEFT Option button (No).
Note: Your personal settings will be retained.
08:30A
Are You Sure Caution: You should never reset your user settings
m LR when you are wearing a sensor. This will reset
parameters that may affect your system performance.
No Yes

4. Check your work.

Result: Your receiver with the settings you want.

You have done this procedure correctly when the
receiver’s settings match your desired settings:

[ Default settings OR,
[ Your personal settings (if you changed your mind).

Customer Care: 1-866-597-5520
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Section 16
Change Country Settings

2. Access the Country Settings

menu.
a. Press the UP or DOWN Arrow button to highlight
System M 08:30A .
o i Country Settings.
Status b. Press the RIGHT Option button (Select) to go to the
Link C Settings screen
Set Date/Time STy & )
¢. Decide what you want to do:
Main Select
If you want to change how
this is displayed
» Language. 3
» Date. 4
« Time. 5
« Decimals, 6
= None of the above. 2d
(you are done changing the country settings.)

d. Press the LEFT Option button (Back) twice to return to
the Main menu.

e. Go to Step 7 to check your work.

3. Change the Language.
a. Use the UP or DOWN Arrow button to highlight

Country Settings 08:30A Language,
Date Format  (mm-dd-yy) b. Press the RIGHT Option button (Select) to go to the
Time Format (12h)
Decimal Format (x.y) Select Language LS
] | <. Use the UP or DOWN Arrow button to highlight the
= et language that you want to use.

d. Press the RIGHT Option button (Set) to accept your
selection.

Result: The Country Settings screen is displayed.
e. Go to Step 2c to decide what to do next.

Customer Care: 1-866-597-5520


















Customer Care: 1-866-597-5520


















Section 18
Appendix B: Specifications

18 Appendix B: Specifications (con’t)

Accuracy

Table 1 below shows the distribution of all the data from the In-Clinic study on the Clarke Error Grid. Accuracy
was assessed by comparing the differences between the FreeStyle Navigator system and the YSI laboratory reference.
The Clarke Error Grid Analysis evaluates the clinical relevance of the differences by dividing a correlation plot
(Figure 1) into five zones as described in Table 1. The YSI results and the corresponding glucose results from the
FreeStyle Navigator system together (called a ‘data pair’ or ‘matched data points’) determine what zone of the error
grid the results fall into. Table 1 also shows that glucose data measured by FreeStyle Navigator system on the arm
and on the abdomen have similar distribution on the error grid. This demonstrates that there is no difference in the
performance of the system when worn on the abdomen or on the back of the upper arm.

Table 1. Clarke Error Grid Analysis. Continuous glucose results from FreeStyle Navigator System (mg/dL)
vs. the YSI (mg/dL)

i ; Sensor Insertion Site
Zone in the C.}la.rke N (pairs of dats) l?ercentage in the
Error Grid different zones {%) Abdomen % Arm %
A 16627 81.7 81.5 81.8
B 3398 16.7 16.8 16.6
C 19 01 0.1 0.1
D 316 1.6 1.6 1.5
E 2 0.0 0.0 0.0
There is no difference between the performance of the
Total 20362 system on the arm and the performance of the system on
the abdomen.
Error Grid Explanation

A - Clinically accurate; would lead to correct and safe treatment

B - Benign; would lead to benign decisions or no treatment decisions

C - Overcorrection; would lead to over-correction of normal glucose levels

D - Failure to detect; would lead to failure to detect and treat high or low glucose levels
E - Erroneous readings; would lead to erroneous treatment decisions

Customer Care: 1-866-597-5520
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Appendix B: Specifications

18 Appendix B: Specifications (cont)

Performance Relative to the Reference (YSI)

Error grid analysis (like the Clarke Error Grid Analysis and Continuous Glucose-Error Grid Analysis)
is one way to evaluate the accuracy of the FreeStyle Navigator system. The accuracy can also be
assessed by analyzing the difference in the glucose results from the FreeStyle Navigator system when
compared to the results from the YSI. Table 4a shows an analysis of the measure of closeness of the
FreeStyle Navigator system to the YSI, It breaks the data into smaller groups based on the glucose
value reported by the YSI. The table reports the mean absolute difference for the data pairs in each

of the smaller groups. Table 4b shows the same data at different levels of glucose and further groups
them by the amount of difference from the YSI. Table 5 breaks out the overall performance relative to
the YSI for the two sites of sensor insertion.

The overall median absolute relative difference for all the data pairs is 9.3%.

Table 4a. Performance relative to YSI at different glucose levels

Glucose (mg/dL) Performance
20-40 Mean Absolute Difference = 32,3 mg/dL
41-80 Mean Absolute Difference = 18.1 mg/dL
81-120 Mean Absolute Difference = 16.3 mg/dL
121-240 Mean Absolute Relative Difference = 11.0%
>240 Mean Absolute Relative Difference = 9.5%

Table 4b. Performance relative to YSI at different levels of glucose — grouped by amount of difference
from the YSI

Glucose Range Number of Percent Within | Percent Within | Percent Within

{mg/dL) Paired Readings | 20% of the YSI | 30% of the YSI | 40% of the YSI
20-40* 22 31.8 54.5 72.7
41-80* 1295 65.9 82.0 90.7
81-120 3820 69.5 852 92.7
121-240 11430 854 95.1 98.3
>241 3795 917 98.8 99.9
Overall 20362 823 93.1 97.0

*The absolute difference from the YSI reading is measured in mg/dL if the YSI reading is 20-80 mg/dL.

Table 5, Performance relative to YSI at different insertion sites

Overall MeanAbsolute MARD by Insertion Site
RelativeDifference Abdomen o
12.8% (Std. Dev. = 13.6%) 13.1% 12.6%

Customer Care: 1-866-597-5520
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Appendix B: Specifications

18 Appendix B: Specifications (con’t)

Stability of Sensor Calibration

FreeStyle Navigator system typically requires a calibration at 10, 12, 24 and 72 hours after insertion of
the sensor. This section presents information about the performance of the system by the 4 calibration
periods. The table (Table 6d) breaks each calibration period into smaller slots and summarizes the
difference from YSI in each slot. The data below demonstrates that there is little change in the system
performance within each period.

Table 6d. Distribution of the difference from the YSI in the different calibration windows

Calibration Period Percent Readings | Percent Readings | Percent Readings
Within 20%* of Within 30%* of Within 40%* of
the YSI the YSI the YSI
Call First Calibration Period
(typically occurs 10 hirs 80 88 -
after sensor insertion)
First Third of Second
Calibration Period 83 94 98
Cal2
(typically occurs 12 hours Second Third of Second 83 94 98
after sensor insertion) Calibration Period
Final Third of Second
Calibration Period 84 % 8
First Third of Third
Calibration Period 84 94 %8
Cal 3
(typically occurs 24 hours Second Third of Third 80 9 97
after sensor insertion) Calibration Period
Final 'Third of 'Third
Calibration Period 80 a 95
First Quarter of Final
Calibration Period 86 3 %
Second Quarter of Final
Cal4 . ) . 84 92 96
(typically occurs 72 hours Calibration Period
after sensor insertion) Third Quarter of Final 80 93 98
Calibration Period
Final Quarter of Final
Calibration Period 82 3 %7

* The absolute difference from the YSI reading is measured in mg/dL if the YSI reading is at or below
75 mg/dL.

Sample Glucose Traces

The following figures show examples of glucose traces from the In-Clinic study. These traces are
representative examples of excellent, average and poor performance of the system. These traces show
an overlay of the continuous glucose readings from the FreeStyle Navigator system and the blood
glucose measurements made using the laboratory YSI reference. The blood glucose measurements that
were used to calibrate the system are marked with X’ in the traces. Glucose results from the FreeStyle
Navigator system are shown using circles and the glucose results from the laboratory reference (YSI)
are shown using triangles. Time (hours since sensor insertion) is on the horizontal axis, and glucose
value in mg/dL is on the vertical axis.
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Determination of Alarm Performance
The threshold alarm is characterized below. The projected alarm performance has not been established.

The performance of low and high glucose alarms was assessed in an in-clinic study using 58 subjects with

type 1 diabetes wearing one FreeStyle Navigator sensor on the arm and one sensor on the abdomen. FreeStyle
Navigator continuous data were masked from the subjects and investigators and the alarms were not turned
on. During 50 hours the subjects’ venous glucose was tested with a YSI 2300 Stat Plus glucose analyzer at 15
minute intervals. Arm and abdomen data were pooled in the alarm analysis. Alarm performance was evaluated
in a retrospective analysis of the study data. As alarm performance was developed retrospectively, your results
may vary from those reported below.

Definitions:
Hypoglycemic event — two or more successive YSI measurements below the alarm threshold or one YSI
measurement 6 mg/dL below the alarm threshold.

Hyperglycemic event — two or more successive YSI measurements above the alarm threshold or one YSI
measurement 6% above the alarm threshold.

True Threshold Alarm — a threshold alarm that occurred + 30 minutes from the start of a hypoglycemic or
hyperglycemic event

True Alarm Rate - the percentage of time the glucose level was beyond the threshold and an alarm was
activated

Events Detected by True Threshold Alarms
Total Events

X100

Missed Alarm Rate — the percentage of time the glucose level was beyond the threshold and an alarm was not
activated

Events Not Detected by True Threshold Alarms
Total Events

X100

False Threshold Alarm - a threshold alarm that occurred when a YSI measurement within + 30 minutes was
not beyond the threshold setting

False Alarm Rate — the percentage of time an alarm occurred when glucose level was not beyond the threshold
setting

False Threshold Alarms
Total Threshold Alarms

X100

Customer Care: 1-866-597-5520
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19 Appendix C: FCC Compliance Information (con’t)

Caution: The radio receiver and transmitter of your FreeStyle Navigator system operate on the
Jrequency of 433.6 MHz. Primary users of this frequency band include amateur “"HAM” radio
transmitters. Because of the coexistence of the FreeStyle Navigator radio connection and HAM
transmitters, there may be instances where the connection between your transmitter and receiver may
be lost when in proximity to HAM radio equipment.

The PreeStyle Navigator system is designed to sense and notify you about a lost connection. If your
FreeStyle Navigator system loses the radio connection, increase the separation distance between
yourself and the transmitter by moving away from the HAM radio. The FreeStyle Navigator radio
connection should re-establish itself. You should note that HAM radio products can be fixed, mobile
or portable handheld (“walkie talkie” type) units.

Classification

The transmitter and receiver are classified as follows:
« Internally-powered equipment.
« Type B equipment.
» Mode of operation for the receiver is “continuous operation”.
« Mode of operation for the transmitter is “continuous operation with intermittent loading’.

FCC Compliance Information
Transmitter
Model Number: PRT03831-xxx.

FCC Rules: Tested to comply with FCC Part 15, Class B, Security/Remote control Transmitter.
This device complies with Part 15 of the FCC Rules. Operation is subject to the following two
conditions:

1. This device may not cause harmful interference,
2. This device must accept any interference received, including interference that may cause
undesired operation.

Note: This equipment has been tested and found to comply with the limits for a Class B digital device,
pursuant to Part 15 of the FCC Rules. These limits are designed to provide reasonable protection
against harmful interference in a residential installation. This equipment generates, uses, and can
radiate radio frequency energy and, if not installed and used in accordance with the instructions, may
cause harmful interference to radio communications. However, there is no guarantee that interference
will not occur in a particular installation. If this equipment does cause harmful interference to radio
or television reception, which can be determined by turning the equipment off and on, the user is
encouraged to try to correct the interference by one or more of the following measures:

« Reorient or locate the receiving antenna.
« Increase the separation between the equipment and transmitter.
» Consult the dealer or an experienced radio/TV technician for help.

Caution: Changes or modification to the device not expressly approved by Abbott Diabetes Care Inc.
could void the user’s authority to operate this equipment.

Customer Care: 1-866-597-5520
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Receiver
Model Number: PRT03410-xxx.

Operating Environment: For Home or Office Use.

DECLARATION OF CONFORMITY

We, Abbott Diabetes Care Inc.

1360 South Loop Road
Alameda, California 94502
510-749-5400

Declare under our sole responsibility that the product
FreeStyle Navigator Receiver

Part Number: PRT03410-xxx

Complies with Part 15 of FCC Rules. Operation is subject to the following two conditions:
(1) this device may not cause harmful interference, and (2) this device must accept any
interference received, including interference that may cause undesired operation.

Note: This equipment has been tested and found to comply with the limits for a Class B digital
device, pursuant to Part 15 of the FCC Rules. These limits are designed to provide reasonable
protection against harmful interference in a residential installation. This equipment generates,
uses, and can radiate radio frequency energy and, if not installed and used in accordance with

the instructions, may cause harmful interference to radio communications. However, there is no
guarantee that interference will not occur in a particular installation. If this equipment does cause
harmful interference to radio or television reception, which can be determined by turning the
equipment off and on, the user is encouraged to try to correct the interference by one or more of
the following measures:

» Reorient or locate the receiving antenna.
« Increase the separation between the equipment and receiver.
o Consult the dealer or an experienced radio/TV technician for help.

Caution: Changes or modification to the device not expressly approved by Abbott Diabetes Care Inc.
could void the user’s authority to operate this equipment.
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