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Introduction

AboutThis User Guide

Symbols

A\

A\

N\ Warning | Describes potential serious adverse
@ reactions, or indicates conditions that
could cause death or serious injury.
Caution | Indicates conditions that could cause
minor or moderate injury to you or
damageto the device.
Note Provides helpful information.
- |Tip Offers a suggestion for successful

use of the OmniPod® Insulin
Management System.

NOTE

This User Guideis intended for use only with PDM
model CAT45E. To learn which version of the PDM
you have, turn it over. On the back of the PDM, look
for“CATAS5E! If you see it, this is the correct User Guide.
If you do not see“CAT45E" on the back of the PDM,
please call Customer Care.

This User Guide is periodically updated. Visit
omnipod.com to see the most recent version
and to find other helpful information.

Screen displays shown in this User Guide are for
illustrative purposes only and should not be considered
suggestions for user settings. Consult with your
healthcare provider to determine the appropriate
settings foryou.

viii



Conventions and Terms

Introduction

Bold

Names of buttons, soft keys, menus,and
screensarein bold.

Words in italics are defined in the

Italics ) ,
Glossary at the end of this User Guide.

Press Press and release a button or soft key.

Hold Keep pressing a button until its function is
complete.

Menu Alist of options on the PDM. Options allow
you to perform tasks.

Screen Displays programming, operating, and
alarm/alertinformation.

Button A physical button on the PDM, such as the
Home/Power button.

Icon Animage on the PDM screen that indicates

amenu option or item of information.
Atable of screenicons appearsin the
Appendices.

Softkeys Arow of three unlabeled buttons on the
PDM whose label or function appears on
the screen directly above the button.The
label changes depending on the task you
are performing.

Important Information
ﬁ This device is for prescription use only.

Indication

The OmniPod® Insulin Management System is intended for
subcutaneous (below the skin) delivery of insulin at setand
variable rates for the management of diabetes mellitus in persons
requiring insulin and for the quantitative measurement of
glucose in fresh whole capillary blood (in vitro).

Contraindications

Insulin pump therapy is NOT recommended for people who are
either:

+ Unableto perform at least four (4) blood glucose tests per day
« Unable to maintain contact with their healthcare provider
+ Unable to use the System according to instructions




Introduction

Do not use the integrated FreeStyle® Blood Glucose Monitoring

System for:

« Testing on newborns

« Testingarterial blood

« Diagnosing of or screening for diabetes mellitus

AR\

N

The OmniPod System is designed to use rapid-acting
U-100 insulin. The following U-100 rapid-acting
insulin analogs have been tested and found to be
safe for use in the Pod: NovoRapid, Humalog®,
Admelog®, or Apidra® NovoRapid is compatible with
the OmniPod System for use up to 72 hours (3 days).
Before using a differentinsulin with the OmniPod
System, check the insulin drug label to make sure it
can be used with a pump. Refer to the insulin
labeling and follow your healthcare provider’s
directions for how often to replace the Pod.

Not recommended for individuals with hearing loss.
Always verify ability to hear Pod/PDM alerts and
alarms.

Unless stated otherwise, references to FreeStyle
Blood Glucose Test Strips or FreeStyle Test Strips
includes both FreeStyle and FreeStyle Lite Test Strips.

» @

@

> B

The Pod and PDM may be affected by strong radi-
ation or magnetic fields. Before having an X-ray, MR,
or CT scan (or any similar test or procedure), remove
your Pod and put it and the PDM outside the
treatment area. Check with your healthcare provider
for Pod removal guidelines.

Please read all the instructions provided in this

User Guide and practice the blood glucose testing
procedures before using the System. Monitor your
blood glucose with the guidance of your healthcare
provider. Undetected hyperglycemia or
hypoglycemia can result without proper monitoring.

If you are unable to use the System according to
instructions, you may be putting your health and
safety at risk. Talk with your healthcare provider if you
have questions or concerns about using the System

properly.

This device is intended for self-testing by the user.

If you are having symptoms that are not consistent
with your blood glucose test and you have followed
allinstructions described in this User Guide, call your
healthcare professional.
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Your Role: Safely Using the OmniPod System

Work with your healthcare provider to establish diabetes
management guidelines and settings that best fit your needs.
These may include:

Insulin-to-Carbohydrate Ratio (IC): Number of grams of
carbohydrate covered by one unit of insulin. For example, if your
insulin-to-carbohydrateratiois 1:15, then you need to deliver
one unit ofinsulin to cover every fifteen grams of carbohydrate
you eat.

Correction or Sensitivity Factor: How much one unit of insulin
will lower blood glucose. For example, if your sensitivity factor is
2.8, one unit of insulin will lower your blood glucose by

2.8 mmol/L.

Target Blood Glucose Value: The blood glucose level you want
toachieve. For example, you may want to keep your blood
glucose close to 5.6 mmol/L.

Duration of Insulin Action: The length of time that insulin
remains active and available in your body after a correction or
meal bolus.

Your individual needs influence the initial settings you and your
healthcare provider will enter into the Personal Diabetes
Manager (PDM) during setup (see Chapter 2, Getting Started).

Your healthcare provider must help you enter these initial settings.

Soon you will enter and change your own settings with
confidence and ease. The OmniPod System is more user-friendly

than most electronic devices you use every day. Infact,
technology is what makes the OmniPod System so easy to use.

Your healthcare provider is a valuable resource. You will rely on
him or herfor a lot of critical information about your OmniPod
System, especially during the first few weeks and months.
When you have questions about diabetes management after
starting on the OmniPod System, do not hesitate to talk with
your healthcare provider. For nonmedical emergencies or for
technical questions about your OmniPod System setup or
operation, you can call Customer Care 24 hours a day,

7 days aweek.

Customer Care:

Please call customer care at 1855 POD INFO (1 855 7634636).
When outside of Canada, please call 289-247-3534. This user
guide s periodically updated. Please visit omnipod.comto see
the most recent version and to find other helpful information.

Your healthcare provider will give you all the tools and training
you need to be successful with the OmniPod Insulin
Management System. However, in the end, your success
depends on YOU. You must become actively involved in your
own diabetes management to enjoy the outstanding control,
freedom, and flexibility that is possible with the OmniPod
System.

Xi
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Being actively involved means:
«  Frequently monitoring blood glucose levels

+ Learning how to operate your OmniPod System and
practicing proper techniques

« Visiting your healthcare provider

ﬁa Do NOT attempt to use the OmniPod® Insulin
<~ | Management System before you receive training
from your healthcare provider. Inadequate training

could put your health and safety at risk.

Xii



Your New OmniPod Insulin Management System

Insulin Delivery with the OmniPod System

The OmniPod® Insulin Management System is an innovative
continuousinsulin delivery system that provides all the proven
benefits of continuous subcutaneous insulin infusion (CSIi) therapy
inaway no conventional insulin pump can.The System’s
innovative design and features allows you to live your life—

and manage your diabetes—with unprecedented freedom,
comfort, convenience, and ease.

The long-term health benefits of better blood glucose control are
well known. Maintaining near-normal blood glucose levels can
help you live alonger, healthier life with fewer diabetes-related
complications. The OmniPod System also has many practical,
everyday benefits, including convenience, freedom, flexibility,
and ease of use.

Continuous insulin delivery most closely mimics the insulin
release of a healthy pancreas. Since the landmark 10-year
Diabetes Control and Complications Trial (DCCT), the long-
term health benefits of maintaining near-normal blood
glucose levels have been widely recognized.

Continuous insulin delivery at preset rates eliminates the need for
injections and the interruptions that come with them. In
addition, with the OmniPod System, insulin delivery can be
changed with the press of a button to adapt to snacks or
unexpected changesin daily routine. The OmniPod System s a
great option for people with diabetes who require insulin.

The OmniPod System works much like the pancreas of a person
without diabetes by delivering insulin in two ways:

« Asmall, constant, background supply of insulin (called a basal
rate) is delivered automatically at a programmed rate, all day
and night.

« Anextradose of insulin (called a bolus) can be delivered when
you need it to match the carbohydrates in a meal or snack or to
correcta high blood glucose.




1 Your New OmniPod Insulin Management System

How Does the OmniPod System Work?

The Pod is a small, lightweight, self-adhesive device that youfill
with insulin and wear directly on your body. The Pod delivers
precise, personalized doses of insulin into your body through a
smallflexible tube (called a cannula), based on instructions that
you program into its wireless companion, the Personal Diabetes
Manager.The cannula is inserted only once with each Pod.

The Personal Diabetes Manager (PDM) is a wireless, handheld
device that:

+  Programs the Pod with your personalized insulin-delivery
instructions

+  Wirelessly monitors the Pod's operation
+ Incorporates a FreeStyle® blood glucose meter

With just two parts, you'll enjoy all the functionality and benefits
of continuous insulin delivery and blood glucose monitoring.
Plus you'll enjoy the safety, convenience, and freedom of:

No tubing

There is no tubing connecting the Pod to the PDM. You wear the
Pod comfortably and discreetly under your clothes. You can carry
the PDM separately in a backpack, briefcase, or purse. With the
OmniPod Insulin Management System, you don't have to worry
about snagging, tangling, or feeling tethered by tubing.

Suggested bolus calculation

Calculating bolus doses has never been easier. After you check
your blood glucose, enter the carbs for your snack or meal. Based
onyour individual settings, the System displays a suggested
bolus dose. You can accept the suggestion, changeit, or cancel it.

Carb presets

To make carbohydrate counting easier, the OmniPod System
includes‘carb presets."You can enter your favorite foods, snacks,
orentire meals as‘carb presets.’ Presets contain the grams of
carbohydrate in the food item or meal. Next time you eat this
same food, you don't have to count the carbs; just select your
carb preset and the System does the calculating for you.The
System stores up to 36 carb presets.
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Automated cannulainsertion

With the OmniPod System, you don't have to insert the infusion
setmanually or carry around a separate inserter. You simply press
abutton on the PDM and the Pod’s automated insertion system
safely and consistently inserts the cannula beneath the skin,
virtually pain free. It then begins delivering insulin according to
your programmed basal rate.

A fully-integrated design with blood glucose monitoring
With a fully integrated two-part design, there's no need to carry
separate infusion sets, reservoirs, or inserters. It's all integrated
into the Pod. With the PDM, you can check your blood glucose
level using FreeStyle® or FreeStyle Lite blood glucose strips, but
without the hassle of carrying a separate blood glucose meter.

If you prefer to use another blood glucose meter, you can enter
the readings manually into the PDM.

Record keeping

Another convenient part of the OmniPod System is record
keeping. Paper charts are useful, but sometimes they can be
inconvenient to carry or use. The data storage systemin the
Personal Diabetes Manager (PDM) displays up to 90 days'worth
of information. This includes blood glucose readings, basal rates
and bolus doses, carbohydrates, and alarms.

Personalizing your System
You can personalize your OmniPod System in other ways, too:
« Enterand name basal programs
Name and save temporary basal presets
+ Add your own customized reminders

+  Enteryour name, phone number, doctor’s name and
number, and other emergency information




1 Your New OmniPod Insulin Management System

ThePod The Personal Diabetes Manager

The Pod (Figure 1-1)is applied to your skin with an adhesive All Pod operations are programmed and controlled through the

backing, similar to an adhesive bandage. palm-sized Personal Diabetes Manager (PDM; Figure 1-2).
Top USB Port

—~
OmniPod
S

E3 More actions
& Temp basal LCD Screen

N Bottom B My records

rL Fill port SoftKey
Viewing window Label
- B Housi t
ousing ven SoftKeys
Adhesive
1y backing Home/ —gser Inf?/
' Power uppor
Needle cap
. Up/Down
Test Strip Port Controller
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Buttons that program and control the OmniPod System

Home/ Pressing and holding turns the PDM on and off.
Power When the PDM s on, pressing this button
(quickly/briefly) displays the Home screen, from
@ which you can choose a menuitem or view the
Status screens (shown later in this chapter).
Up/Down | pressing and releasing scrolls through alist of
Controller | available menu options or numbers, so you can
pick the one you want. Holding the button
scrolls faster.
SoftKeys | soft key labels and functions depend on the
Select | menuorscreenyou are viewing.The label
appears on the screen directly above the
Save physical button you press. Select, Save, and
Back Backare just three examples of the soft key

labels on your PDM.

User Info/
Support

@

Pressing opens a User Info/Support screen that
displays additional information about the
current screen you are viewing. The User Info/
Supporticon appears when additional
information can be viewed. It may be displayed
atthetop of the screen, to the right of an event
detail (such as a suggested bolus), or to the right
of arecord item (such as a BG history record).
(See"Personal Diabetes Manager Icons”in the
Appendix).

Inaddition, pressing and holding this button for
2 seconds enables a“bright mode”on the PDM
screen.
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Primary screens
Messages on the screen either:

« Letyouidentify your PDM

+ Tellyou how the System s operating
« Listmenu choices

«  Explain how to perform certain tasks

The System’s primary screens are the ID screen (Figure 1-3), the
Status screen (Figure 1-4),and the Home screen (Figure 1-6).

B 3:00p 211 = @ £50+U  3:00p 2111
PDM ID: Last BG 6.2 mmoliL
12:47p today
Last bolus 1.20u
. 12:47p today
Jane Smith IOB 055 U
+basal 1
0.70uihr
Press "Confirm" if
correct.
Pod exp 10:44a 2/14
Confirm| | Home | |

IDscreen

The System displays an ID screen to make the PDM easy to
identify when you first turn it on.You can personalize the ID
screen by adding your name and choosing its color. (See, for
details on customizing your PDM.) You must acknowledge the
ID screen before you can use the PDM. Itis important that you
always identify the PDM as yours before you use it.

Status screen
Lists the System’s current operating status (Figure 1-4).

From top to bottom, the Status screen displays:

Time, date, and result of last blood glucose checked or
entered manually

Time, date, and total amount of last bolus delivered

Amount of Insulin on Board (I0OB) will be displayed on Status
screen (if calculatorin use)

Name and rate of active basal program or temp basal
program

“Ext bolus,"the amount of insulin, and the delivery time
remaining ifan extended bolus is being delivered

“INSULIN SUSPENDED"if insulin delivery has been suspended
Time and date of when the Pod will expire
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the screen displays“No active Pod.Would you like to
activate a Pod now?"(See Chapter 5, Using the Pod, for
details on activating a Pod.)

If a Pod has not yet been activated (during Pod changes),

Status supportscreen

From the Status screen, press the User Info/Support button to
see details about the current insulin on board (I0B) in your body
(Figure 1-5). See page 30, for additional information describing
insulin on board (IOB).

= 300p 2411] A =0 300p_ 211
Insulin on board (IOB) & Bolus
Meal (OB 130 &2 More actions »
eal IOB: 30u
CorrectionlOB:  0.15u E IA?TZCE?;? N
Total IOB: 1450 M Settings o
& Suspend

| Close Status | | Select

Homescreen
Lists all the major menus (Figure 1-6).

- Bolus menuto deliver bolus doses

« Moreactions menu to change the Pod, manually enter blood
glucose readings, and assign and edit tags for BG readings
thatareless than 2 hours old.

- Tempbasal menuto deliver temporary basal rates (This
submenu does not appear if temp basal is turned Off in
Settings.)

« Myrecords menuto review insulin delivery, blood glucose

history, alarm history, carb history, and personal user
information

« Settings menu to edit, enter,and name basal programs,
temp basal, carbohydrate and bolus presets,and to
customize System settings

« Suspend menu to suspend, cancel, or resumeinsulin
delivery programs

note| You cangotothe Status screen at any time by
' pressing Status from the Home screen.
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Safety Features

The OmniPod System’s state-of-the-art design includes the latest
safety technology. Its built-in safety featuresinclude:

Automatic priming, safety checks, and insertion

Every time you activate a new Pod, the System automatically
primes and performs a safety check on the Pod, theninserts
and primes the cannula (see Chapter 5, Using the Pod).
Microprocessor technology makesiit possible to complete
thousands of safety checks in only a few seconds.

The OmniPod System also performs safety checks on the PDM.
If it detects any problems in the PDM or the Pod—orin
communication between them—it informs you with beeps and
on-screen messages.

Occlusion detection

An occlusion is a blockage orinterruption in insulin delivery. If the
OmniPod System detects an occlusion, it sounds a hazard alarm
and prompts you to deactivate and change your Pod (see
Chapter 5, Using the Pod).

A hazard alarm sounds when an average of 3 to 5 units of missed
insulin occurs. This table depicts occlusion detection for 3
different situations when using U100 insulin. If an occlusion is
cleared, a volume of insulin could be released. That volume
would not exceed the volume of the programmed insulin
intended for delivery.

Typical time Maximum time
5.00 U Bolus 33 minutes 35 minutes
1.00 U/hr basal 3.0hr 5.5hr
0.05 U/hr basal 51 hr 3,? dll:;piration)

Alerts and alarms

AR\

N

At very low flow rates checking your blood glucose
frequently may give you an early indication of an
occlusion (referto Chapter9).

For your safety, the OmniPod System provides a range of alerts
and alarms to tell you that your attention is needed, or to warn
you of hazardous situations.

Confirmon ID screen -alerts/alarms do not show on
PDM until after ID screen is confirmed.

A\

See Chapter 6, Using the Personal Diabetes Manager, fora
description of notifications and how to set them. See Chapter 10,
Alertsand Alarms, for a list of safety alarms built into the
OmniPod System and how to respond to them.




Getting Started

The OmniPod Starter Kit

Your initial shipment contains everything you need to begin
using the OmniPod System.

If you are a OmniPod System user, you need to meet with your

healthcare provider for training and System setup before usingiit.

To geta head start on learning about your new OmniPod
System, review this User Guide and complete the Pre-Training
section of OmniPod's online Interactive Training Program,
found in the Customer Care section of omnipod.com.

If you have a basic understanding of the System in advance, you
will get more out of your training sessions.

Afteryou unpack the Starter Kit, use the“Contents”label on the
sided of the box to make sure you have everything.

. You can complete the Warranty form online at
TIP * omnipod.com.5 year limited Warranty.

Set Up the Personal Diabetes Manager (PDM)

If you are a first-time OmniPod System user, you need to meet
with your healthcare provider for training and System setup
before using it. To get a head start on learning about your new
OmniPod System, review this User Guide. If you have a basic
understanding of the System in advance, you will get more out of
your training sessions.

WARNING

Do NOT use the OmniPod® Insulin Management
System until you have been trained by your healthcare
provider.He or she will initialize the System based on
your individual needs. Inadequate training orimproper
setup could put your health and safety at risk.

to quickly respond to any diabetes emergency. For

Prepare and keep an emergency kit with you at all times
details, see Chapter 9, Living with Diabetes.




2 Getting Started

Chapter 6 describes the PDM optionsin detail. The instructions in 2. Inserttwo (2) new AAA alkaline batteries into the

this chapter are simplified to help you get started. compartment.

note| Thediagram inside the compartment shows you which
Tumonthe PDM direction toinsert the batteries (Figure 2-2).
1. Openthe battery compartment on the back of the PDM

by pushing the compartment latch and lifting upward

(Figure 2-1). No special tools are necessary. A Do not use any other type of batteries than AAA
alkaline batteries to power the PDM. Never use old or

used batteries; the PDM may not work properly.

3. Replacethe battery door.

4. Turnthe PDM face up.The PDM has begun to poweron
automatically.

The Setup Wizard

The first time you turn on the Personal Diabetes Manager, the
Setup Wizard comes on automatically. Although setup is easy
with the Wizard, if you are a first-time user, your healthcare
provider must guide you through the process. Setup takes only a
few minutes and is easy to do:

+ Usethe Up/Down Controller buttons to increase or decrease
anumber, or to move up ordown alist.

note| Initial settings are”-—"[blank] for target blood glucose
' value, insulin-to-carbohydrate ratio, correction factor,

and duration of insulin action.

10



+  Pressthe SoftKey labeled Next, Select, Done, or Save to
continueto the next screen.

« PressBackto returnto the previous screen.

note| You canadjust these settings later as your needs change or
as you fine-tune your OmniPod System.

To get started, press Next on the Wizard's Welcome Screen to
begin setting up your PDM.

Enter your PDMID

1. Use the Up/Down Controller buttons to scroll through the
list of characters. An up-and-down-arrow symbol on the
screen indicates the character you are changing.

2. Pressthe middle Soft Key (labeled with the right arrow) to
move the underscore to the next character.

3. Entereachcharacter one at atime. For example, if you want to
enter your name, you mightenter J, a, n, g [space], S, m, i, t, h.
(A blank character or spaceis the firstand last optionin the
scrolling menu.)

4. Press Next.

Getting Started 2

SelecttheID screen color

1. Usethe Up/Down Controller buttons to choose a color, then
press Next.

note] YourID andthe chosen color will be displayed onan
' identification (ID) screen that you must acknowledge

every time you turn on the PDM. Always be sure you
properly identify your PDM before using it.

Setdateand time

1. Usethe Up/Down Controller buttons toincrease or decrease
the time. (Press 12/24hr if you prefer a different time format.)
Then press Next.

Enter the current year, then press Next.

Choose the current month, then press Next.

Enter the current day of the month, then press Next.
Choose the date format you prefer, then press Next.

i dwWN

Enter basal settings

1. Choose amaximum basal rate, then press Next. (The default
maximum basal rate is 3 U/hr.)

2. Choosetheinitial basal rate to use, then press Next.

Theinitial basal program created with the Setup Wizard is
named basal 1.You can change the namein the Settings >
Basal Programs menu (see Chapter 3, Understanding and
Adjusting Basal Rates).

11



2 Getting Started

3. Press Done to confirm the basal program shown on the
screen.To add more basal segments to the program, or to
change the rate shown, see Chapter 3, Understanding and
Adjusting Basal Rates.

4. Toseethe basal program as allist, press List. To return to the
graphic view, press Graph.

5. Press Save to accept the basal program you have set.

6. Choose atemporary basalfeature, then press Next. Choose
% to show temporary basal rates as a percentincrease or
decrease of your current basal rate. Choose U/hr to show
temporary basal rates in units per hour. Or choose Off to turn
off the temporary basal feature. For details about setting
temporary basals, see Chapter 3, Understanding and
Adjusting Basal Rates.

NoTE|  You canadd upto 7 basal programs and set 24
segments per program.

Enter blood glucose sound setting and BG goal
1. Tosetthe sound for the blood glucose meter, choose On or
Off, then press Next.

2. Usethe Up/Down Controller buttons to enter the lower limit
for your blood glucose (BG) goal, then press Next.

3. Enterthe upperlimitforyour BG goal, then press Next.

viewing BG History (see Chapter 8, Understanding

The lower and upper BG limits are only used when
Your Records).

4. PressSavetoacceptthe BGgoal.

ﬁ Check with your healthcare provider before

adjusting these settings.

Set the suggested bolus calculator

1.

To set the suggested bolus calculator feature, choose On or Off,
then press Next.

nore|  Ifthe suggested bolus calculator is set to On, perform
the following steps. If set to Off, you will be prompted

to“Select bolusincrement”and”“Enter maximum
bolus”

Enter target blood glucose value

1.

Use the Up/Down Controller button to enter a target blood
glucose (BG) value, then press Next.

12
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2. Usethe Up/Down Controller buttons to enter the“correct

above"value or correction threshold (the BG value above
which you want the PDM to suggest a correction bolus), then
press Next.

NOTE

If the suggested bolus calculator is On, a correction
bolus will be suggested only when your BGis above
the value shown in brackets on the screen.

3. Tosavethetarget BGvalue, press Done.To change these

settings, select the segment you wish to change and press
Edit.

You can define up to 8 target BG time segments. To enter
additional segments, choose [add new], then:
a. PressNew.

b. Entera starttime forthe target BG segment, then press
Enter.

¢. Enteran endtime forthe target BG segment, then press
Next.

d. Enteratargetblood glucose value, then press Next.

Use the Up/Down Controller buttons to enter the
“correct above”value or“correction threshold” (the BG
value above which you want the PDM to suggesta
correction bolus), then press Next.

e. Whenyou have finished entering segments, press Done.

4. Toseethesegmentsasallist, press List. To returnto the

5.

graphic view, press Graph.
Press Save to accept the target BG profile you have set.

Enter minimum BG allowed for use in bolus calculation

1.

2.

Use the Up/Down Controller buttons to enter a minimum
blood glucose value, below which the System will not
calculate a suggested bolus. The values arein 0.1 mmol/L
increments and range from 2.8 to 3.9 mmol/L.

Press Next.

Enter insulin-to-carbohydrate ratio

1.

2.

Use the Up/Down Controller buttons to enter your insulin-
to-carbohydrate ratio, then press Next. (Insulin-to-carbohy-
drate ratiois the number of carbs covered by 1 unit of insulin.)

To save theratio, press Done.To change theratio, select the
segment you wish to change and press Edit.

You can define up to 8 insulin-to-carbohydrate time
segments.To enter additional ratios, choose [add new], then:

a. PressNew.

b. Entera starttime for the segment, then press Next.
¢. Enteranendtime forthe segment, then press Next.
d

. Entertheinsulin-to-carb ratio for the new time segment,
then press Next.

e. Tosavethenewratio, press Done.

13



2 Getting Started

3. Toseetheratiosasallist, press List. To return to the graphic Setreverse correction
view, press Graph. 1. Tosetreverse correction, use the Up/Down Controller
4. PressSave to accept the ratios you have set. buttons to choose On or Off, then press Next.
Enter correction factor ﬁ If you enter carbs and reverse corrections are On, the
1. Use the Up/Down Controller buttons to enter how much System will subtractinsulin from the suggested meal

one unit ofinsulin decreases your blood glucose, then press bolus to compensate for alow blood glucose (below
Next. the BGtarget you set). With reverse corrections Off,

> T h onf Done.Toch h the System will not subtract insulin from the
- losavethe correctionfactor, press Done. o change the suggested meal bolus dose due to alow BG. Follow

factor, select the segment you wish to change and press Edit. your healthcare provider's recommendation to set

You can define correction factors for up to 8 time segments. reverse correction On or Off.
To enter additional correction factors, choose [add new],
then:

a. PressNew.
b. Entera starttime forthe segment, then press Next.

Enter the duration of insulin action

1. Usethe Up/Down Controller buttons to enter the duration of
insulin action (how long insulin lasts in your body), then press

¢. Enteran endtime forthe segment, then press Next. Next.
d. Enterthe correction factor, then press Next. . o ) .
. nore| Theduration-of-insulin-action setting is used to
e. Tosavethe new correction factor segment, press Done. ' calculate the amount of insulin on board (IOB) from a
3. Toseethefactorsasalist, press List. To return to the graphic previous correction bolus or meal bolus when you
view, press Graph. use the suggested bolus calculator.

4. PressSave to accept the correction factors you have set.

14
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Select bolus increment and enter maximum bolus

1. Choose abolus increment (how much each press of the
Up/Down Controller buttons will increase or decrease a
bolus amount)—either 0.05,0.10,0.50, or 1.00 units of
insulin—then press Next.

2. Choose the maximum bolus you can give at one time, then
press Next.

A\

Set extended bolus doses

1. Tosetthe unitsforan extended bolus dose, choose % for
percent of the total bolus, or choose Units for units of insulin.
Toturn off the extended bolus feature, choose Off. Then press
Next.

The maximum bolus defaultis 10 units. Check with
your healthcare provider before adjusting these
settings.

Setlow reservoiradvisory

1. Choosethe level of insulin in the reservoir at which the
PDM should give you an alarm.Choose from 10 to 50 units
in 5-unitincrements, then press Next.

Set expiration notification

1. Choose the number of hours before a Pod expires when the
PDM should give you a notification, then press Next. The
values arein 1-hourincrements and range from 1to 24 hours.
(The defaultis 4 hours.)

The PDM asks whether you want to activate a Pod.

«  Press Yesif you are ready to activate a new Pod. See Chapter 5,
Using the Pod, to learn how to activate a new Pod.

Press No if you do not want to activate a Pod at this time. The
PDMdisplays the Home screen.

NOTE

You can press and hold the Power button to turn off the
PDM at any time during setup. Otherwise, it turns off
automatically after 5 minutes. If you do not complete the
entire setup within 60 minutes, when you turn on the
PDM again you will return to the beginning of the Setup
Wizard.

15



2 Getting Started

Your healthcare provider will help you filland apply your first Pod.
The process is easy because on-screen messages walk you
through every step. Please refer to Chapter 5, Using the Pod, for
detailed instructions.

. Youmay want to adjust the PDM screen time-out
TIP *and backlight time-out. For more information on
how to do this, see Chapter 6, Using the Personal
Diabetes Manager.

.. Usethe form at the end of this User Guide to write

TIP *downallyour settings from the Setup Wizard. If you
ever need to reset or replace your PDM, having
these settings handy will make setup very easy.

16



Understanding and Adjusting Basal Rates

What s a Basal Rate?

A basal rate is a small base or background amount of insulin that
is delivered, at a preset rate, continuously for a specified period of
time.

Even without eating, our bodies need a small, constant supply
of insulin for normal daily living. In people without diabetes, the
pancreas continuously delivers this basal insulin. For people
using the OmniPod® Insulin Management System, the Pod
mimics a healthy pancreas by delivering insulin at the rate that
you've programmed into the Personal Diabetes Manager (PDM).

typically comes from basal insulin delivery; the remaining
50% typically comes from bolus doses (see Chapter 4,
Understanding and Delivering Bolus Doses).

wore]  Approximately 50% of a person’s total daily insulin dose

Personalized Basal Programs

Insulin needs vary throughout the day. Therefore, most people
set their basal rates to deliver slightly more or less insulin at

certain times. For example, one person may need to delivera
higher rate of insulin during the early morning and a lower rate
during the late evening. A basal program describes the amount
of insulin to be delivered during an entire 24-hour period.

Abasal program contains at least one basal rate for the 24-hour
period, but for most people it will be broken into several time
segments, or basal segments, each delivering a different rate of
insulin. A sample basal program with three basal segments
might be:

12:00am-800am  0.60U/hr Between 12:00 am (midnight)
and 8:00 am, the Pod delivers

0.60 units of insulin per hour.

0.80U/hr Between 8:00am and 3:00 pm,
the Pod delivers 0.80 units of
insulin per hour.

0.70U/hr Between 3:00 pmand 12:00am
(midnight), the Pod delivers
0.70 units of insulin per hour.

8:00am-3:00 pm

3:00pm-12:00am

17



3 Understanding and Adjusting Basal Rates

In addition to normal daily changes, insulin needs can vary with
different routines or days of the week. For example, regular
school or workday routines may differ from weekend routines,
and insulin needs may differ, too. With your healthcare provider,
you will decide on the basal rates that best match your lifestyle
and insulin needs. You will enter at least one basal program (your
Basal 1 Program) into your PDM during the setup process (see
Chapter 2, Getting Started). You can add other programs later as
you fine-tune your System settings or when your needs change.

You can also create temporary basal presets to use on occasions

when you need to adjust your basal rate for a short period of time.

See“Temporary Basal Rates and Presets”later in this chapter.

Create abasal program

The Personal Diabetes Manager can store up to 7 different basal
programs. Each program can contain 24 rates, programmed in
half-hourincrements. Once you enter a basal programinto the
PDM, you only need to press a few buttons to pick the program
you want.The Pod continues to deliver insulin at those rates until
you change that program or switch to another one.

A\

Check with your healthcare provider before
adjusting these settings.

1. Onthe Home screen, use the Up/Down Controller buttons
to choose Settings; then press Select.

2. Choose Basal programs (Figure 3-1), then press Select.

o 300p 2/11 |k 3:00p 2111
Basal programs Basal programs:
Presets > +basal 1
System setup > [add hew]
Vibration
Back | | Select Back | | New

3. Choose [add new] (Figure 3-2), then press New.

4. Touse the default naming system, simply press Next.
The default naming system automatically assigns program
names in numerical order, such as basal 1, basal 2, basal 3.

If you want to give a different name to the program:

a. Pressthe Up/Down Controller buttons to scroll through
thelist of characters. An up-and-down arrow symbol on
the screen indicates the character you are changing.
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Understanding and Adjusting Basal Rates 3

b. Pressthe middle SoftKey (labeled with the right arrow) to
move the underscore to the next character.

¢. Entereach character one atatime. Forexample, if your
weekend schedule is different from your weekday
schedule, you mightenterW, e, e k, e, n, d (Figure 3-3).
(Ablank character or space is the firstand last optionin
the scrolling menu.)

= 300p 2/11 A 3:00p 2411
Edit name. Invalid basal program
name.
Weekend

-

Enter a unigue name.

Back | » | Next | OK

d. PressNext.

5.

6.

name” (Figure 3-4) appear if the name you entered
does not have atleast one character or if the nameis
being used for another basal program. Capitals and
lowercase letters are considered the same. Press OK
toreturn to the previous screen and enter a different
name.

As a safety feature, the words”“Invalid basal program

Enter the rate, in U/hr, for the first basal segment (from 0.05 to
the maximum you entered during setup), then press Next.

Review the list showing your new basal program.

To use the same basal rate for the entire 24-hour program,
press Done and continue with step 7.

Or, to add basal segments and rates (for example, a higher
basal rate between 8:00 am and 3:00 pm):

a. Choosean existing basal segment, then press Edit.
Or, choose [add new], then press New.

b. Enterthe starttime (for example, 8:00 am), then press
Next. Basal segments are in 30-minute increments.

¢. Enterthe end time (for example, 3:00 pm), then press
Next.

d. Entertherateforthe new basal segment (forexample,
0.80U/hr), then press Next.
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3 Understanding and Adjusting Basal Rates

note| Basal rates outside the changed segment do not
change.
o 3:00p 2/11 L2 3:00p 211
Press "Save" to add Press "Save" to add
e. Repeat steps a—dforeach new segment and rate you "Weekend" to your "Weekend" to your
want, then press Done. basal program list. basal program list.
nore] Pressand hold the Power button to turn the screen ! '00_ Segment _ Uihr
back on.Insome cases, if it has been less than 5 0 50_—,—|— 12:003 i 8:003 060
minutes since the screen timed out, pressing the T 8:00a- 3:00p 030
Power button returns you to the same screen you 0,00 - 3:00p-12:00a 070
were using. Ifit has been longer than 5 minutes, the 12a 63 12p 6p 123
PDM brings you to the Status screen. Daily basal: 16.70u Daily basal: 16.70u
Cancel | Save | List Cancel | Save | Graph

7. Review the graph of the new basal program (Figure 3-5).

8. Toseetheprogramasalist, press List (Figure 3-6).To see the
graph again, press Graph. Enable an existing basal program

The total daily basal that will be delivered is shown at the 1. OntheHome screen, use the Up/Down Controller buttons
bottom of each“Basal programs”graph and list. to choose Settings; then press Select.
9. Toadd the program to the PDM's memory, press Save. 2. Choose Basal programs, then press Select.

Repeat steps 1 through 9 (above) for each basal program (up to
7 programs) you want to create.
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Understanding and Adjusting Basal Rates 3

press Enable. active. You cannot select the active program to enable

3. Choose the program you want from the list (Figure 3-7), then Adiamond icon appears next to the program that is
it, becauseitis already running.

o oA 4. Press Enable again to start the selected basal program. If a
=P Pod is active, the PDM beeps to indicate that the chosen basal
program is running.

Basal programs:

+basal 1
basal 2 note| Asa safetyfeature, you cannot enable a new basal
Weekend ' program while atemporary basal programisin
[add new] process (see“Temporary Basal Rates and Presets”later

in this chapter); you must first cancel the active
temporary basal program.

Change, rename, copy, or delete a basal program

1. Onthe Home screen, use the Up/Down Controller buttons
to choose Settings; then press Select.

2. Choose Basal programs, then press Select.
3. Choose a program from the list, then press Select.

Back | Enable | Select

To view the segments of the basal program
1. Choose View, then press Select (Figure 3-8).
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3 Understanding and Adjusting Basal Rates

3. Enterastarttime for the segment you want to change, then
press Next.
3:00p 2/11 = 3:00p 2/11
Weekend: Weekend: 4. Enteranendtimeforthis segment, then press Next.
Ve Segment Urhr 5. Enterabasal rate for the new segment, then press Enter.
Edit [add new] 6. Tosavethe newly entered segmentinto the basal program,
Rename 12:00a- 8002 060 press Save (Figure 3-10). If you want to make additional edits,
Copy 8:00a- 3:00p 030 repeat steps 2-5.
Delete 3:00p-12:00a 070
[ 3:00p 2/11
Daily basal: 16.70u Press "Save" to update
| Done | Select Back | Edit | ;'\égeekend_ "
To edit oradd a segment or rate in the basal program 0_50_—,—|—
1. Choose Edit, then press Select. )
vore]  Asasafetyfeature, you must suspend insulin delivery 000 e 55 6 13
' before editing an active basal program (see Chapter 5, T—
Using the Pod). Remember to resume delivery after Daily basal: 16.70u
the edits are made. Cancel | Save | List

2. Choosethe segment to change, then press Edit (Figure 3-9).

7. Toseethe programasallist, press List. To see the graph again,
Or, choose [add new], then press New.

press Graph.
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Understanding and Adjusting Basal Rates

Torename a basal program

1. After choosing a program from the list, choose Rename, then
press Select.

2. Pressthe Up/Down Controller buttons to enter the
characters that spell out the new name you want. Press the
middle soft key (labeled with the right arrow) to move the
underscore to the next character, then press Save.

To copy a basal program
1. After choosing a program from the list, choose Copy, then
press Select.

2. Pressthe Up/Down Controller buttons to enter the
characters that spell out the name you want for the copied
file. Press the middle soft key (labeled with the right arrow) to
move the underscore to the next character, then press Next.

3. Tousethe same basal program for the entire 24-hour period,
press Save.

To edit or add segments to the newly copied basal program,
follow the steps under“To edit oradd a segment orrate in the
basal program”earlier in this chapter.

- Instead of suspending, changing, and then resuming

*  theactive basal program, try this: Copy the active
program, rename it, make the changes, save it, then
enableit.

3

Todelete abasal program
1. After choosing a program from thelist, choose Delete and
then press Select.

2. PressDelete to permanently delete the program.

nore| Asa safetyfeature, you cannot delete the active basal
' program.

Temporary Basal Rates and Presets

Whatis atemporary basal rate?
Atemporary basal rate lets you adjust your basal rate fora
pre-determined period of time.

On occasion, you may need to change the active basal rate for
only a short time. For example, if you are going cross-country
skiing for several hours, you may want to lower the basal rate
during and after you exercise.Thisis called a“one-time temporary
basal rate”

Some temporary changes are easy to predict and respond to.
They happen routinely and you may know from experience how
they affect your insulin needs. For example, you might take the
same exercise class twice a week for afew weeks or months, or
joinasummer soccer league. For women, amonthly hormonal
change that affects blood glucose is an example of predictable
change.To easily handle predictable, short-term changes, you
can“preset”a temporary basal rate, so it is ready whenever you
need it. The PDM can remember up to 7 temporary basal presets.
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3 Understanding and Adjusting Basal Rates

You can setatemporary basal rate for a duration of 30 minutes to
12 hours. Once the time limitis reached, the Pod automatically
returns to the active basal program.

When using units per hour, the OmniPod System allows you to

settemporary basal rates from 0.0 U/hr, up to your max basal rate.

When using percent rate, you can set temporary basal rates from
Off (-100%) to +95% of your active rate, as long as the temporary
rateis less than or equal to your max basal rate.

See the sections below on creating, enabling, cancelling, and
changing temporary basal presets.

Enable a one-time temporary basal rate
1. Onthe Home screen, use the Up/Down Controller buttons
to choose Temp basal, then press Select.

2. Ifyouhave created temp basal presets, choose [enter
manually] from the list, then press Select.

If you have not created any temp basal presets, the PDM skips
this step.

3. Enterthe temporary basal rate in either units per hour
(Figure 3-11) or percent change (Figure 3-12), depending
on how you choose to show the rates, then press Enter.

& 300p 2411 X 3:.00p 211

Enter temp basal rate. Enter temp basal
change.

050un = -20% o

Back | | Enter Back | | Enter

either turned Off temporary basal rates, or chose to
show the rates as % or U/hr.To change this setting, see
Chapter 6, Using the Personal Diabetes Manager.

During initial setup, you and your healthcare provider

4. Enterthe duration for the temporary rate, then press Enter.

5. Press Confirm to start the temporary basal rate shown on the
screen.The Pod beeps to indicate that the temporary basal
rateis running.
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Understanding and Adjusting Basal Rates 3

Cancel aone-time temporary basal rate Create atemporary basal preset
1. Onthe Home screen, use the Up/Down Controller buttons 1. Onthe Home screen, use the Up/Down Controller buttons
to choose Suspend/cancel, then press Select. to choose Settings, then press Select.

2. Choose Cancel temp basal (Figure 3-13), then press Select. . Choose Presets, then press Select.

2

3. Choose Temp basal presets, then press Select.
4. Choose[add new], then press New.
5

X 3:00p 211 . Touse the OmniPod System'’s default naming system, simply
Cancel temp basal press Next. The default naming system automatically assigns
Suspend insulin delivery program names in numerical order, such astemp basal 1,
temp basal 2, temp basal 3.

Or, to give a different name to the program:

a. Pressthe Up/Down Controller buttons to scroll through
thelist of characters. An up-and-down arrow symbol on
the screen indicates the character you are changing.

b. Pressthe middle Soft Key to move the underscore to the
next character.

¢. Entereach character one at a time. For example, if you take
an aerobics class two nights a week, you mightenter A, e,r,
0,b,i, ¢, s (Figure 3-14). (A blank character or space is the
firstand last option in the scrolling menu.)

vore| Capitals and lowercase letters are considered
the same.

Back | | Select

3. Press Confirm to cancel the temporary basal shown on the
screen.
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3 Understanding and Adjusting Basal Rates

Enable an existing temporary basal preset
77 - 1. Onthe Home screen, use the Up/Down Controller buttons
221 to choose Temp basal, then press Select
Edlit name. P ’ P ’
2. Choosethe temporary basal preset you want to use from the
Aerobics list (Figure 3-15), then press Select.
Ral 3:00p 2411 K 3:00p_2/M1
Temp basal presets: Enter duration for temp
[enter manually] basal
Aerobics :
TS (0.20 Uihr, 20hr) Rate: 0.05 uihr
05n v
d. PressNext.
6. Enterthe new temporary basal rate (or percent change), then
press Next.
7. Enterthe duration of the temporary basal rate, from 0.5 hours Back | [Select el | [ B
to 12 hours, then press Next.

8. Review the temporary basal name, rate, and duration, then 3

Savet it . Ifyouwant, change the duration for the temporary rate, in
press Save to acceptit.

half-hourincrements, then press Enter (Figure 3-16).

4. Press Confirm to begin the temporary basal rate shown on
the screen.The Pod beeps to indicate that the chosen
temporary basal preset is running.

26



Understanding and Adjusting Basal Rates 3

Cancel an active temporary basal preset To change atemporary basal preset

1. Onthe Home screen, use the Up/Down Controller buttons 1. Choose Edit, then press Select (Figure 3-17).
to choose Suspend/cancel;, then press Select.

2. Choose Cancel temp basal, then press Select.

3. Press Confirm to cancel the actively running temporary basal X 3:00p 211
preset. Aerobics
- . . . Rate: 0.20 u/hr
nore]  Ifyoususpendinsulin delivery while atemp basal is Duration: 2.0hr
' running, the temp basal will be cancelled whenyou Edit
suspend.

Rename
Delete

Change, rename, or delete atemporary basal preset

1. Onthe Home screen, use the Up/Down Controller buttons
to choose Settings, then press Select.

2. Choose Presets, then press Select.
3. Choose Temp basal presets, then press Select.
4. Choose atemporary presetfrom the list, then press Edit. 2. Enteranew rate (or new percent change), for the preset, then

_ press Next.
ore|  You cannotedit, change, or delete a temporary basal Enter a new duration for the preset, then press Save.
preset thatis actively running.

4. PressDone.

| Done | Select

w
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3 Understanding and Adjusting Basal Rates

Torename atemporary basal preset Maximum Basal Rate
1. Choose Rename, then press Select.
2. Pressthe Up/Down Controller buttons to enter the What is the maximum basal rate?
characters that spell out the name you want, then pressSave.  The maximum basal rate is a safety feature that limits the basal
3. PressDone. rate (U/hr) that the Pod can deliver. Once you enter it into the
PDM memory, the maximum applies to both regular basal
Todelete atemporary basal preset programs and temporary basal rates.

1. Choose Delete, then press Select. You and your healthcare provider will enter an initial maximum

2. PressDelete to permanently delete the preset. basal rate into your PDM during the setup process (see Chapter 2,
Getting Started). You can change it later as you fine-tune your
System settings or when your needs change.

Change the maximum basal rate

1. Onthe Home screen, use the Up/Down Controller buttons
to choose Settings, then press Select.

Choose System setup, then press Select.

Choose Bolus/basal/calcs, then press Select.
Choose Max basal, then press Select.

Enter a new maximum basal rate, then press Enter.

ik W
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Understanding and Delivering Bolus Doses

Whatls aBolus?

Abolusis an extra dose of insulin, delivered when needed to:

« Match the carbohydrates (sugar content) in a meal or snack—
also known as a meal bolus

« Lower bloodglucose whenit gets too high—also known as a
correction bolus

This extra dose isin addition to the basal rate delivered
throughout the day and night (see Chapter 3, Understanding
and Adjusting Basal Rates).

The size of a bolus dose depends on the current factors at the time
you deliver the bolus:

« Yourbloodglucose level

« Yourinsulin-to-carbohydrate ratio

«Your correction factor

« Yourtargetblood glucose and correct above threshold

«  Theamount of insulin on board (IOB) (active insulin) from
previous meal and correction boluses

« Your correction threshold, the BG level above which you would
like to take insulin to reduce an elevated blood glucose

Your activity level
« Thetypeand amount of food you eat

With the OmniPod System, it is easy to adapt to any situation.
With just a few button presses, you can adjust to unexpected or
changinginsulin needs.

During setup, you entered bolus dose settingsin the PDM (see
Chapter 2, Getting Started). You can adjust these settings as you
fine-tune your System or when your needs change (see
Chapter 6, Using the Personal Diabetes Manager).
ﬁ Check with your healthcare provider before
adjusting these settings.
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4 Understanding and Delivering Bolus Doses

Bolus Dose Options

Suggested Bolus Calculator

So that you can fully enjoy freedom and flexibility in your life, the
OmniPod System offers the following bolus dose options:

Suggested bolus calculator:\When you want the System to
calculate your suggested bolus, based on your personal settings,
your current blood glucose, the amount of insulin still active in
your body from previous boluses, and the grams of carbohydrate
(“carbs”for short) you are about to eat.

Normal bolus: When you need a dose of insulin right away to
coverameal or snackyou are about to eat or toreduce a high
blood glucose level

Extended bolus:\When you are eating high-fat or high-protein
foods (which take longer to digest and are slower to affect
blood glucose), or when you are eating for an extended period
(forexample, at a party or during a holiday meal).

NOTE

The bolus features in the OmniPod System are designed
for flexibility and convenience. You can easily transition
from a normal to an extended bolus with justafew
button presses.

The suggested bolus calculator lets the OmniPod System
recommend your bolus based on your personal settings.
Toreview or adjust these settings—including turning the
suggested bolus calculator On or Off—see Chapter 6, Using the
Personal Diabetes Manager.

If the suggested bolus calculator is turned On, the System
automatically calculates a bolus dose. If the suggested bolus
calculator is turned Off, you must enter a bolus amount
manually.

‘ﬁm The suggested bolus calculator will display a
<~  suggested bolus dose based on the settings you
have programmed into the PDM. Check with your
healthcare provider before using this feature or
adjusting these settings.
‘ﬁm If a suggested bolus exceeds the max bolus you have
__/  set thesuggested bolus screen displays“Exceeds

max bolus! (Figure 4-1) If you select Extend or Enter,
the following confirmation is displayed“WARNING:
Exceeds max bolus of nn.nn U. Accept this bolus and
temporarily override your limit?” (Figure 4-2). Consult
your healthcare provider before changing the
setting.
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Understanding and Delivering Bolus Doses 4

£ @ 3:00p 211 VA 3:00p 2/11
Suggested bolus: 1005 u WARNING: Exceeds max
(adjusted for IOB) bolus of 10.00u.

Carbs: 1234 _
BG: 10.7 mmol/L Accept this bolus and
e temporarily override

10.05v =+ your limit?

Exceeds max bolus.

Back |Extend| Enter Cancel |Confirm|

How a suggested bolus is calculated

The suggested bolus calculator estimates the suggested amount
for each bolus portion based on your personal settings and
inputs.

The settings used to calculate a suggested bolus are:
« TargetBG

+ Insulin-to-carbohydrate (IC) ratio

« Correction factor (CF)

« Duration of insulin action

Theinputs used to calculate a suggested bolus are:
« currentBG

carbs entered
« insulinon board (I0OB)

A suggested bolus can have a correction bolus only,a meal bolus
only, or both.

Correction bolus: The correction bolus, as the name suggests,
“corrects"fora blood glucose (BG) level above your target BG
level.

Meal bolus: The meal bolus provides insulin for the
carbohydrates you enterinto the System.

Insulin on board (IOB): Insulin on Board (IOB) the amount of
insulin still working in your body from previous meal and
correction boluses. The amount of time the insulin remains“on
board” or“active”depends on what you set for your duration of
insulin action.

NOTE

For formulas for each element of the suggested bolus calculation,
detailed examples, and additional guidelines of how the
suggested bolus calculator works, see the Appendix.

The OmniPod System can only subtract insulin on board
(I0OB) from a suggested bolus when the current BG is
known.
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4 Understanding and Delivering Bolus Doses

Deliver aNormal Bolus

Deliver abolus when suggested bolus calculatoris On

1.

Afteryou check your blood glucose, the PDM displays the

results (Figure 4-3; see the end of Chapter 7, Checking Your

Blood Glucose). Press Next.

3:00p 2/11

8.4

mmol/L

Calibration code: 16
Done | Tag | Next

NOTE

NOTE
NOTE

NOTE

Ablood glucose valueis current for up to 10 minutes
afteritis tested. So you can wait up to 10 minutes,
restart the bolus process, and not have to retest your
blood glucosein order to include it in the suggested
bolus calculator.

When your blood glucose result reads“"HIGH” or“LOW;’
the suggested bolus calculator will be disabled.

If you use a separate blood glucose meter—not the
Personal Diabetes Manager (PDM)—you will need to
enter your blood glucose manually. Onthe Home
screen, choose Bolus, then press Select. Use the Up/
Down Controller buttons to enter your current BG
value, then press Yes if you want this value to be used
by the suggested bolus calculator.

You can also enter a BG manually by choosing the
More actions menu, then choosing Add BG
Reading. See the end of Chapter 7, Checking Your
Blood Glucose.
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Understanding and Delivering Bolus Doses 4

2. Ifyouare not going to eat now, press No (Figure 4-4). The
Suggested Bolus screen appears (Figure 4-5). Press Enter to
accept the suggested bolus.

Or, if you wish, press the Up/Down Controller buttons to

increase or decrease the suggested bolus. Then press Enter to

acceptthe bolus.

A z00p 2111 EX 3:00p 21
Are you going to eat Suggested bolus: 1.00u
heww? BG: 84mmoliL

1.00uv =
Cancel Mo Yes Back | | Enter

for Insulin on Board (I0OB)”appears only when Insulin

@ In the Suggested Bolus screen (Figure 4-5),“adjusted
on Board (IOB) is a factor in the calculation.

To view detailed information about the
calculations used for this suggested bolus, press
the User Info/Support button and scroll through
the information screens. Press Close to return to
the Suggested Bolus screen.

TIP <

3. Ifyouaregoingtoeat now:

a. Press Yes (Figure 4-5), enter the number of carbohydrates
you are about to eat, then press Enter.

If you've previously entered a carb preset, then either:

+ Usethe Up/Down Controller buttons to choose
[enter manually], then press Select. Enter the
number of carbohydrates that you are going to eat,
then press Enter.

« Usethe Up/Down Controller buttons to choose
favorites, snacks, or meals. From there, select a carb
preset you have previously entered (see“Carb Presets”
later in this chapter), then press Select.

b. Press Enterto accept the suggested bolus (Figure 4-6).

Or press the User Info/Support (?) button to view
calculation information used for this suggested bolus.
Press Close to return to the Suggested Bolus screen, then
press Enter.
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4 Understanding and Delivering Bolus Doses

5@ 300p 211

Suggested bolus: 5.00u
Carbs: 60 ¢
BG: 8.4 mmol/L

5.00u

4

Back |Extend| Enter

vore| Ifthereverse correction feature is turned On and if your

j blood glucose level is below your target, the System
subtracts a correction amount from the meal portion
of the bolus.

System does not subtract anything for a blood

If the reverse correction setting is turned Off, the
glucose level below your target.

4. Ifyou have set the blood glucose reminder optiontoOnand
youwant to add areminder:

a. PressYes.
b. Enterthe timeforthe reminder, then press OK.
5. Press Confirm to begin the bolus delivery.

Deliver a bolus manually (suggested bolus calcis Off)

1. Onthe Home screen, use the Up/Down Controller buttons
to choose Bolus, then press Select.

2. Enterthe number of units you want to deliver, then press
Enter.

3. Ifthe blood glucose reminders feature is turned On, you can
now set a blood glucose reminder.

4. Press Confirmto begin the bolus delivery.

nore| Asa safety feature, the OmniPod System only allows
' you to give a bolus at or below the maximum bolus

dose you have set. See Chapter 6, Using the Personal
Diabetes Manager, for information on resetting your
maximum bolus dose. If suggested bolus calcis On,
you can enter a temporary manual override to make
an adjustment above your max bolus limit (Figure 4-1
and Figure 4-2). Consult your healthcare provider
before changing this setting.
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Understanding and Delivering Bolus Doses 4

Deliver an Extended Bolus 2. Enterthe units of insulin or percentage of the bolus that you
want to take immediately (Figure 4-8), then press Enter.

The extended bolus feature lets the OmniPod System deliver

some (or no) insulin now and the remainder over a period of time
you choose.
8 300p 2411

Deliver an extended bolus instead of anormal bolus Enter amount of meal
1. Afteryou get your suggested bolus, press Extend instead of bﬁt’;ﬁg g(e)ll'j’er MOW.

Enter (see Figure 4-7). Correction: 1.00U

1.00uv =

a7 3:00p 2111

Suggested bolus: 500U

Carbs: 60 ¢

BG: 8 4mmoliL

Back | | Enter
500u =*
note| Tolearn howto set extended boluses in percentages
or units, see Chapter 6, Using the Personal Diabetes
Manager.
Back |Extend| Enter 3. Enterthetime (up to 8 hours,in 30-minute increments) over
which to deliver the remainder of the bolus, then press Enter
nore]  Ifyou have set the Extended bolus option to Off, (Figure 4-9).In Figure 4-10 you can see a detailed view of the
the PDM will not display the Extend Soft Key. For extended bolus.

information on turning this feature On and Off see
Chapter 6, Using the Personal Diabetes Manager.
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4 Understanding and Delivering Bolus Doses

5] 3:00p 2411

Extended bolus: 3.00u
Extend for how long?

8 300p 241

1.0 &

Back | | Enter

Start bolus?

Nowv: 2 .00 U
Ext: 3 _00 U

(1.0hr)

Total: 5.00u

Back |Confirm|

4. Ifthe blood glucose reminders feature is turned On, you
can now seta blood glucose reminder.

5. Press Confirm to begin the bolus delivery.

NOTE

NOTE

As a safety feature, the correction bolus is always
delivered first and cannot be extended. Only the meal
bolus can be extended. For example:

Total bolus =5 units
Correction bolus
Meal bolus

Deliver now =2 units
correction bolus
meal bolus

Extend =3 units
meal portion

Tunit
4units

Tunit
Tunit

3units

As a safety feature, you cannot deliver two extended
boluses at the same time. You can, however, cancel
the first extended bolus and replace it with another
(see“Replace an Extended Bolus”on page 37).You
can deliver a normal bolus while an extended bolusiis

being delivered.
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Understanding and Delivering Bolus Doses 4

the“Delivering bolus”’message and Cancel do not

Cancel Active Boluses If the bolus has already been completely delivered,
appear, but the Status screen does appear.

The OmniPod System is extremely flexible, so you can useit to
respond to your changing insulin needs. Itis easy to cancel an
active bolus (one that is currently being delivered), even after 2. PressCancel.
insulin delivery has started.

1. Tocheckthe Pod status, refer to Page 54 for detailed
instructions.The ID screen must be confirmed before you can
check Pod status. An on-screen message appears for as long
asanormal bolus is being delivered (Figure 4-11).

The Pod beeps to confirm the bolusis cancelled. An on-screen
message tells you how much insulin was delivered before you
cancelled the bolus (Figure 4-12).

3. Press OKto return to the Status screen.

nore|  Ifyoursuggested bolus contains both a correction
bolus and a meal bolus, the correction bolus is always

delivered first.

0 = 3:00p_2/11 A 300p 2111
Bolus canceled.
-~ Replace an Extended Bolus
Delivering bolus 1.00u delivered. )
_ You can replace one extended bolus with another. The System

tells you how much of the first bolus has not yet been delivered.

1. Afteryou see your suggested bolus, press Extend instead of
Enter (see Figure 4-7).

1.50vu

Cancel | [ oK
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4 Understanding and Delivering Bolus Doses

2. Press Yes to cancel the active extended bolus (Figure 4-13).
Or press Back to return to the Suggested Meal Bolus screen.

B 300p 2111 B 3:00p 211
Extended bolus is Press "Confirm" to
currently active. cancel your old

extended bolus right
Would you like to cancel NOwW.

the old extended bolus
before programming
your new bolus?

Back | | Yes Back |Confirm|

3. Press Confirm (Figure 4-14).

4. Thescreendisplays the amount of the old extended bolus
that has yet to be delivered (Figure 4-15). Press Next to return
to the Suggested Meal Bolus screen.

F'\ ,~- You can add what remained of the old extended
bolus to the new one.

B 300p 2111

Your old extended
bolus has been
cancelled. thad0.75u
remaining to be
delivered over 0:52.

You may how continue
with your hew bolus.

| Next |

BolusPresets

Bolus presets are bolus amounts that you program for frequent
use. Forexample, if you often take the same bolus at lunchtime,
you can create a bolus preset for thatamountand name it
“Lunch’

note| Bolus presets are available only when the suggested
' bolus calculator feature is turned Off. (If the suggested

bolus calculator is turned On, you can still use carb
presets. See“Carb Presets”on page 40.)
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Understanding and Delivering Bolus Doses 4

Createabolus preset

1. Onthe Home screen use the Up/Down Controller buttons
to choose Settings; then press Select.

2. ChoosePresets, then press Select.

3. Choose Bolus presets, then press Select.

4. Choose[add new], then press New.

5

. Touse the OmniPod System’s default naming system, simply
press Next. The default naming system automatically assigns
program namesin numerical order, such as bolus 1, bolus 2,
bolus 3.

Or, to give a different name to the program:

a. Pressthe Up/Down Controller buttons to enter the
characters that spell the name you want. An up and down
arrow symbol on the screen indicates which character you
are changing.

b. Pressthe middle SoftKey (labeled with the right arrow) to
move the underscore to the next character.

¢. Entereach character one atatime. Forexample, if you
frequently take the same bolus at lunchtime, you might
enterL, u,n,c h(Figure4-16).

d. PressNext.

6. Enterthenew bolus presetamount, up to the maximum
bolus you entered during setup; then press Next.

g 3:00p 211 & 3:00p 211
Edit name. Bolus presets:
Lunch [enter manually]
= Lunch (2.20u)
Back | » | Next Back | | Select

7. Review the bolus preset name and amount, then press Save

toacceptit.

Enable an existing bolus preset

1.

Onthe Home screen, use the Up/Down Controller buttons
to choose Bolus; then press Select.

Choose the bolus preset you want to use from the list
(Figure 4-17),then press Select.

Press Enter to confirm the bolus preset amount, o, if
necessary, use the Up/Down Controller buttons to adjust the
bolusamount.

Press Confirm to deliver the bolus shown on the screen.
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4 Understanding and Delivering Bolus Doses

Change, rename, or delete abolus preset

1. Onthe Home screen, use the Up/Down Controller buttons
to choose Settings, then press Select.

2. ChoosePresets, then press Select.
3. Choose Bolus presets, then press Select.
4. Chooseapresetfromthe list, then press Edit.

Change a bolus preset
1. Choose Edit, then press Select.

2. Enteranew insulinamount forthe bolus, then press Save.

Rename a bolus preset
1. Choose Rename, then press Select.

2. Pressthe Up/Down Controller buttons to enter the
characters that spell out the name you want, then press Next.

Delete a bolus preset
1. Choose Delete, and then press Select.

2. PressDelete to permanently delete the preset.

Cancel an active bolus preset

1. Pressand hold the Power button to turn on the PDM
(To check the Pod status, refer to Page 54 for detailed
instructions.The ID screen must be confirmed before you can
check Pod status.), if it is not already on. An on-screen
message appears as long as a bolus is being delivered.

2. PressCancel.

The Pod beeps to confirm the bolus is cancelled. An on-screen
message tells you how much insulin was delivered before you
cancelled the bolus.

3. Press OKtoreturn to the Status screen.
For more details, see“Cancel Active Boluses”earlier in this chapter.

CarbPresets

Carb presets are favorite food items, snacks, or meals that you eat
frequently. After you enter these items, you can quickly select one
when entering carb amounts during the suggested bolus
calculator process.

Createa carb preset

1. Onthe Home screen, use the Up/Down Controller buttons
to choose Settings, then press Select.

2. Choose Presets, then press Select.
3. Choose Carb presets, then press Select.

4. Choose the category for this carb preset: (Favorites, Snacks,
or Meals), then press Select.

5. Choose [add new], then press New.
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6. Touse the OmniPod System’s default naming system, simply
press Next. The default naming system automatically assigns

program names in numerical order, such as carb preset 1, carb ¥l : 300p 211
preset 2, carb preset 3. Edlit name.

Or, to give a different name to the program: Blue Yogurt

a. Pressthe Up/Down Controller buttons to enter the s

characters that spell the name you want. An up and down
arrow symbol on the screen indicates the character you
are changing.

b. Pressthe middle Soft Key (the right arrow) to move the
underscore to the next character.

¢. Entereach character one atatime. Forexample, if you
frequently eat a breakfast consisting of plain low-fat

yogurt with blueberries, sweetener, and cinnamon, you

mightenter If you do include grams of fiber in step 8 to the left, the
B,l.u e, [spacel,Y,0,g, u, 1, t (Figure 4-18). suggested bolus calculator uses carbs minus fiber.

Alternatively, in step 7, you can enter the total grams of
d. PressNext. carbs minus the fiber yourself. Your healthcare provider

7. Enterthe grams of carbohydrate in the meal, then press Next. can bestadvise you on how to make this entry.

8. Ifyouwant, enterthe grams of fiber, fat,and protein in the
meal, and the total calories. Press Next after each entry.

Back | » | Next

9. PressSavetoadd the preset to the category.

to enter them, simply press Next repeatedly to skip 1. Onthe Homescreen, use the Up/Down Controller buttons
through the screens. to choose Settings, then press Select.

2. Choose Presets, then press Select.
3. Choose Carb presets, then press Select.

These additional units are not required. If you prefer not Change or edita carb preset
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4. Choose the category of the preset you want to change, then

press Select (Figure 4-19).

¥l 3:00p 2/ ¥l 3:00p 211
Carb presets: Favorites:
Favorites Blue Yogurt
Shacks Banana
Meals [add new]
Back | | Select Back | Tag | Edit

To change the category for a carb preset

1. Choose the carb preset you want to move to another
category, then press Tag (Figure 4-20).

2. Choose anew category, then press Select.

Toeditacarbpreset

1. Choose the carb preset you want to change, then press Edit.
2. PressEditagain onthe next screen.

3. Torename the carb preset, press the Up/Down Controller

buttons to enter the characters that spell out the name you
want, then press Next.

To"erase”characters, press either Up or Down until you reach
the end of the characters, which gives you the option to
choose ablank space.

4. Enterthe grams of carbohydrate in the meal, then press Next.

If you want, enter the grams of fiber, fat, and proteinin the
meal, and the total calories. Press Next after each entry.

NOTE

These additional units are not required. If you prefer
not to enter them, simply press Next repeatedly to
skip through the screens.

6. PressSavetoupdatethe preset.

Delete a carb preset

1.

On the Home screen, use the Up/Down Controller buttons
to choose Settings, then press Select.

Choose Presets, then press Select.
Choose Carb presets, then press Select.

Choose the category of the preset you want to change, then
press Select.

Choose the carb preset you want to delete, then press Edit.
Press Delete.
Press Delete again to permanently delete the preset.
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The Pod Change Process

Your Pod should be replaced at least once every 48 to 72
hours (2 to 3 days) or up to 200 units of insulin. Refer to the
insulin labeling and follow your healthcare provider's directions
for how often to replace your Pod. If you like, you can set the
Personal Diabetes Manager (PDM) to notify you whenitis time to
replace the Pod (see Chapter 6, Using the Personal Diabetes
Manager).

. WARNINGS!

Do NOT apply or use a Pod if the sterile packaging is open or
damaged, or if the Pod has been dropped after removal from
the package as this may increase the risk of infection. Pods are
sterile unless packaging has been opened or damaged.

Do NOT apply or use a Pod ifitis damaged in any way.
A damaged Pod may not work properly.

To minimize the possibility of site infection, do NOT apply a
Pod without first using aseptic technique. This means to:

« washyour hands

« cleantheinsulin vial with an alcohol prep swab

« cleantheinfusion site with soap and water

+ keep sterile materials away from any possible germs
Do NOT use a Pod if you are sensitive to or have allergies to
acrylicadhesives, or have fragile or easily damaged skin.

Check often to make sure the Pod and soft cannula are
securely attached and in place. Aloose or dislodged cannula
may interrupt insulin delivery. Verify there is no wetness or
scent of insulin, where as may indicate the cannula has
dislodged.

Do NOT apply a new Pod until you have deactivated and
removed the old Pod. A Pod that has not been deactivated
properly may continue to deliver insulin as programmed,
putting you at risk of over infusion and possible hypoglycemia.
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5 UsingthePod

« Becauseinsulin Pods use only rapid-acting insulin, users are at
increased risk for developing hyperglycemia (high blood
glucose) ifinsulin delivery is interrupted. If it is untreated,
severe hyperglycemia can quickly lead to diabetic ketoacidosis
(DKA). DKA can cause symptoms such as breathing
difficulties, shock, coma, or death. If insulin delivery is
interrupted for any reason, you may need to replace the
missing insulin usually with an injection of rapid-acting
insulin. Ask your healthcare provider for instructions on
handling interrupted insulin delivery.

Gather equipment and supplies
Gather the following before you begin:

+ Avial of rapid-acting U-100insulin (See the warning on
page x of the Introduction for a list of insulin’s approved
for use in the OmniPod System.)

mAmB NEVER use insulin that is cloudy; it may be old or
__~  inactive.Failure to use rapid-acting U-100insulin, or
using insulin that is expired or inactive, may lead to

hyperglycemia or diabetic ketoacidosis (DKA).

«  Anunopened Pod
« Analcohol prep swab

£\ | Ifyouareafirst-time OmniPod System user, your
<~  healthcare provider will guide you through the steps

forinitializing and applying your first Pod. Do NOT
attempt to apply or use a Pod until you have been
trained by your healthcare provider. Use of the
System with inadequate training orimproper setup
could put your health and safety at risk.

Deactivate the current Pod

1. Onthe Home screen, use the Up/Down Controller buttons
to choose More actions, then press Select.

2. Choose ChangePod (Figure 5-1), then press Select.
3. Press Confirm (Figure 5-2) to deactivate the current Pod.

B 300p 2411 (] 300p 211
Change pod Press "Confirm" to
Add BG reading begin the pod change
Assign/Edlit BG tags process.
This will deactivate your
current pod.
Back | | Select Back |Confirm|
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4. Ifanextended bolus ortemporary basal or both are actively b. Usesoapand waterto remove any adhesive that remains
running, you will see the message in Figure 5-3. Press Confirm on the skin or, if necessary, use an adhesive remover.

toaccept the cancellation. c. Discard the used Pod according to local waste disposal

Or press Back to return to the More actions menu. regulations.
6. Afterremoving the old Pod, press Next.

7. Press Yestofilland activate a new Pod (Figure 5-6).

L3 300p_ 2A11 t3 3:00p_ 2111
Press "Confirm® to Pod deactivated. ﬁ Check the infusion site for signs of infection.
begin the pod change See"Avoid Infusion Site Infections”later in this
process. Remove and discard the chapter.
pod, and then press
This will deactivate your "Next."
current pod.
£ m 300p 211
Your temp basal will be LastBG  &.2mmoliL
cancelled. 9:04a today
Last bolus 1.15u
8:44a today

Back |Canfirm| | | Next

No active pod.

5. Afteryou press Confirm, you will see the message in Would you like to

Figure 5-4. activate a pod now?
To remove the old Pod:
a. Gently lift the edges of the adhesive tape from your skin

and remove the entire Pod (Figure 5-5). No | | Yes

.. Removing the Pod slowly will help to avoid
[TPFZ"" possible skinrritation.
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Fillanew Pod

/N | BeforefillingaPod, ensure that no other Pods are
<~  beingactivated within 24 inches of your PDM.

ﬁ Before filling a Pod with insulin, ensure that the Pod is
above 10° Celsius (50° Fahrenheit). If the Pod has
been exposed to temperatures below 10°C (50 °F),
then allow the Pod to be brought back to room
temperature before filling it with insulin.

1. Useanalcohol prep swab to clean the top of the insulin vial,
then discard the prep swab.

2. Securely twist the fill needle onto the syringe (Figure 5-7).
3. Pulloutward to remove the protective cap fromthe needle
(Figure 5-8). Save the cap; you will need it later.

ﬁ Use care after removing the needle capand
exposing thefill needle.

ﬁ Only use room temperature insulin when filling
the Pod.
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4, Determinethe ampunt of_insulin you needtoinsertintothe T\ | Make surethereis noairin the syringe before
Pod. For example, if you will use this Pod for 48 hours, you attempting tofill a Pod with insulin.

need enough insulin to last you 48 hours. Your healthcare
provider will help you determine the correctamount.

note]  ThePod requires a minimum of 85 units of insulin to

begin operation.

note] ThePod can deliver up to 200 units of insulin.

5. Draw airinto the syringe up to the amount of insulin you
want.

6. Insertthe needleinto theinsulin vialand inject the air. This
makes it easier to withdraw insulin from the vial.

7. Turnthe vial and syringe upside down. Withdraw insulin from
the vialinto the syringe, expelling any and all air or air bubbles.
Fill at least to the MIN (minimum) fill line (Figure 5-9). Refer to
the Care Giver Guide as an additional reference.

nore]  Anyair bubbles present in the fill syringe could be
' transferred into the reservoir during the fill process.

The pod does not purge air thatis introduced into the

reservoir by way of customerfill ﬁ Be sureto only insert the fill syringe into the fill

port. Attempting toinjectinsulininto any other
location on the Pod may resultin damageto the
Pod orloss of insulin.

8. Removethe needle from the vialand insertit straight down
into the insulin fill port on the underside of the Pod
(Figure 5-10).

ﬁa Failure to expel air bubbles from the fill syringe

__/  mayresultininterrupted insulin delivery.
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To ensure proper fill, do notinsert the fill syringe
atanangleinto thefill port.

A\
A\

9. Depressthe syringe plunger to completely empty the insulin
into the Pod.The Pod will beep, indicating that the Systemiis
ready to proceed to the next step.

Do not use any other type of needle or filling
device besides the syringe provided with each
Pod.

ﬁa NEVER use a Pod if you hear a crackling noise or
<~  feelresistance whenyou depress the plunger.
These conditions can resultin interrupted insulin

delivery of insulin.

10. Remove the needle from the insulin fill port. The portis
self-sealing; insulin will not leak after the needle is removed.

11. Place the protective cap back on the needle and remove the
needle from the syringe.
ﬁ Do notinsert thefill syringe into the fill port more
thanonce.

£\ NEVERinjectairinto thefill port. Doing so may
<~  resultinunintended orinterrupted insulin

delivery.

12. Afteryou fill the Pod, it will beep twice. After hearing the
beeps, PDM and Pod should be adjacent and touching,
eitherin or out of tray to ensure proper communication
during priming (Figure 5-11). Press Next.

nore| Asasafety feature, the communication distance
' be-tween the Pod and PDM s reduced during

activation. Once a Podis primed and communicates
with the PDM, the full communication range is
restored and the Pod can receive commands only
from that PDM.

Thefill syringe is intended for single use only and
should be used only with the OmniPod System.

13. The Pod will only beep if you have filled it with at least 85 units
of insulin. If you have filled the Pod with more than 85 units
and still do not hear the 2 beeps, please call Customer Care.
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14. The System performs a series of safety checks and
automatically primes the Pod (Figure 5-12). Once complete,
the PDM beeps, letting you know that the priming and safety
checks were successful.

£3 300p 2111

v
Priming

the Pod change process within 60 minutes. Asa
reminder that the Pod has been filled, it will beep
every 5 minutes to indicate that time is passing. If you
do not set up the Pod within 60 minutes, you must
deactivate and discardit.

@ Afterfilling the Pod with insulin, you should complete

nore] OnceaPod is activated and communicates with the
PDM, it can only receive commands from that PDM,
notfrom any other.

Select the infusion site
Before applying a new Pod, you must first select an appropriate
infusion site. Due to ease of access and viewing, the abdomeniis
often used. Your healthcare provider may suggest other potential
sites that, like the abdomen, typically have a layer of fatty tissue,
such as the hip, back of upper arm, upper thigh, or lower back
(Figure 5-13).

A\
A\
A\

Avoid sites where belts, waistbands, or tight clothing
may rub against, disturb, or dislodge the Pod. Also
avoid sites where the Pod will be affected by folds of
skin.

Change the site each time you apply a new Pod.
A new infusion site should be at least 2.5cm (1)
away from the last site. (Using the same location
repeatedly may reduce insulin absorption.)

Do NOT apply the Pod within 5.0 cm (2) of your
navel or overa mole or scar, where insulin absorption
may be reduced.
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<—— Front

Back ——

- To help avoid condensation from occurringin the
* viewing window, make sure both your Pod and your
insulin are at room temperature.

Prepare theinfusionssite

You can reduce therisk of infection at the infusion site by
following aseptic technique and disinfecting the infusion site.
Before applying a new Pod, always:

1. Wash hands with soap and water.
2. Usesoaptowash theinfusionssite.

note] Antibacterial soap may irritate skin, especially at the
' infusion site. Ask your healthcare provider how to

treatany skinirritation.

3. Drythesite withaclean towel.

4. Useanalcohol prep swab to disinfect the infusion site. Start at
the center of the site and gently rub outward in a circular
motion.

5. Letthesiteair-dry thoroughly. Do not blow on the site to
dryit.
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Apply thenew Pod
Prepare the Pod for applying to your infusion site:

1. Toremove the needle cap on the underside of the Pod, place
your thumb on the bottom (flat edge) of the needle capand
pull it upwards (Figure 5-14). The needle cap will snap off.

2. Verify that the Pod is ready to be applied:
« Podiscleananddry.
« Adhesive padisintactand undamaged.

UsingthePod 5

Podisintactand inits original condition.

ﬁa Verify cannula does not extend
<~  beyondadhesive backingonce
needle capis removed.

« IfPodis accidentally dropped, discard it; sterility may be
compromised.

If you are unsure the Pod is ready to be applied to the site,

press“Discard”and do not use it (Figure 5-17). Selecta new
Pod.

note] Do notremove the needle cap untilyou areinstructed
' to do so by the PDM.When you remove the needle

cap, adrop of insulin may be visible at the end of the
cannulaorinthe well.

3. Using the pull tabs, remove and discard the white paper
backing from the adhesive tape (Figure 5-15).

4. Apply the Pod to the prepared infusion site. Press firmly to
secureit to your skin.
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~ Forthe Podtoworkbest, apply it: vore| ThePod’sadhesive keeps it securely in place forup to
i a. Crosswise orataslightangle onyour 3 days. However, if necessary, several products are
abdomen, hip, lower back, or buttocks available to enhance adhesion. Ask your healthcare
(in Figure 5-16) provider about these products. Avoid getting body

lotion, creams, or oils near the infusion site; these

b. Upanddown orataslightangle onyour products may loosen the adhesive,

upper arm or thigh (in Figure 5-17)

¢ Atleastoneinchawayfromthe last site 5. Afteryou securely apply the Pod, press Next (Figure 5-17).

ﬁ The adhesive is designed for one-time use. Once

[] 3:00p 21 removed, a Pod cannot be reapplied.
a. Remove pod's adhesive
backing.

If pod is wet or dirty, or
adhesive is folded, press
"Discard."

If pod OK, apply to site.

Back |Discard| Next
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Insert cannula and begininsulin delivery The Pod automatically inserts the soft cannula below your
1. Toinsertthe soft cannula, press Start (Figure 5-18). skin. It takes a few seconds to complete the insertion process.
Once the cannulais inserted, the Pod delivers a prime bolus to
fill the cannula with insulin (Figure 5-20).
L3 3.00p_2/11
Press "Start" to insert - :
canhula and begin basal €3 e 2 o 3:00p 2111
delivery. - Reminder:
Always check BG after a
pod change.
Ve
Please wait Check infusion site and
/ ensure cannula is
properly inserted.
| Start |
£\ | IfyouareapplyingaPod in a place that does not have | | | |OK
(WARNING J

<~ | alotoffattytissue oris verylean, pinch the skin o o
around the Pod (Figure 5-19) after you press Start and Oncethe soft cannulaisinserted, the PDM indicates that the Pod
hold it until the cannula inserts. Occlusions may result is active (Figure 5-21).
inlean areas if you do not use this technique.

nore]  Youwill heara click when the cannulainserts.
note]  Thesoft cannulaistinted light blue toimprove visibility at '
' theinsertion site.
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£\ | Checktheinfusion site afterinsertion to ensure
(WARNING ) th .

% at the cannula was properly inserted. You
should check your blood glucose 1.5 to 2 hours
after each Pod change and check theinfusion site
periodically.If the cannula is not properly inserted,
hyperglycemia may result. Verify there is no
wetness or scent of insulin, where as may indicate
the cannula has dislodged.

ﬁa If you observe blood in the cannula, check your
<~  bloodglucose more frequently to ensure insulin

delivery has not been affected. If you experience
unexpected elevated blood glucose levels,
changeyour Pod.

Figure 5-21 also displays a reminder to check the infusion site
and cannula. Make sure the Pod is securely attached to your
skin.You can see the cannula through the small viewing
window on the Pod.

NOTE
NOTE

To help avoid condensation from occurring in the
viewing window, make sure both your Pod and your
insulin are at room temperature.

Condensation may occur in the viewing window,
from sweating and perspiration.

When you see the pink slide insertin this position, it means that
the cannulais inserted (Figure 5-22).

™ Slide Insert (Pink)

2. Press Yesif you can see that the cannulais properly inserted.
The PDM returns to the Status screen.

Press No if you see a problem with the cannula. The PDM
instructs you to deactivate the new Pod (Figure 5-23).
Press Discard to restart the process with anew Pod.
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Press 'Discard' to
deactivate pod.

Back | | Discard

Or press Back to return to the previous screen.

/N | NEVERinjectinsulin (oranything else) into thefill

@ port while the Pod is on your body. Doing so may
resultin unintended or interrupted insulin delivery.
Check Pod Status

To check Pod status, if the PDMis turned Off, press and hold the
Power button to display the ID screen, then press Confirm to
display the Status screen. If the PDMis On, press Back until you
reach the Status screen. (If you press and hold the Power button,
you will turn off the PDM instead.) Or, from the Home screen,
press Status.

UsingthePod 5

The PDM automatically checks the status of the Pod. The PDM
then displays the current reservoir volume, PDM battery level, last
blood glucose, last bolus dose, active basal program, and any
alarm conditions. See Chapter 6, Using the Personal Diabetes
Manager, for details of what you see on the Status screen.

note] OnceaPod is activated and communicates with the
' PDM, it can only receive commands from that PDM,
notfrom any other.

If the Pod goes into hazard alarm condition and the PDM is
unable to communicate with it to turn off the alarm, you can turn
it off manually. See the end of Chapter 10, Alerts and Alarms, for
instructions.

Suspend Insulin Delivery

Sometimes you may need to briefly stop insulin delivery (for
example, when editing an active basal program or changing the
time or date). The OmniPod System lets you suspend all insulin
delivery for up to 2 hours. While in suspension, the Pod beeps
once every 15 minutes, reminding you that insulin delivery is
suspended.

note| Atanytime during a suspension period, press Resume to
' resume the basal program that was running when you

suspended insulin delivery.
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cancelled when you suspend insulin delivery.

Extended boluses and temporary basal rates will be

1.

2.

On the Home screen, use the Up/Down Controller buttons
to choose Suspend; then press Select.

Enter how long you want to stop all insulin delivery, from
30 minutes to 2 hours, in 30-minute increments (Figure 5-24),
then press Enter.

Press Confirm to confirm that you want to haltall insulin
delivery (basal and bolus). The PDM beeps and an on-screen
message lets you know thatinsulin delivery is indeed
suspended (Figure 5-25).

The Pod beeps every 15 minutes until the end of the
suspension period.The Status screen shows INSULIN
SUSPENDED until you resume insulin delivery (see“Resume
Insulin Delivery”on the next page).

At the end of the suspend time, a Pod Advisory alarm occurs
(Figure 5-26).

If atemporary basal or extended bolus is in process, the

menu item will read Suspend/cancel instead, and
options for cancelling these programs also appear in the
menu. If these options appear, choose Suspend insulin
delivery.

(%] 300p 211 = f#so+U 300p 2411
Suspend insulin delivery. LastBG  62mmoliL
9:08a today
Enter duration: Last bolus 1.15u
8:44a today
1.0n v
INSULIN SUSPENDED
Podexp 11:16a 2/14
Back | | Enter Home |
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End of insulin suspend.

Press"Ok" to resume
basal rate delivery.

| | OK

5. Toresume your programmed basal rate, press OK.

BB\
N

note] The Advisory alarm repeats every 15 minutes until you
J press OK.

Insulin delivery will not resume until you press OK. If
you do not press OK to resume insulin delivery, you
could develop hyperglycemia (high blood glucose).

UsingthePod 5

Resumelnsulin Delivery

1. Onthe Home screen, use the Up/Down Controller buttons
to choose Resume (Figure 5-27), then press Select.

& = @ 3:00p 2411
B Bolus

& More actions 8
& Temp basal

B My records »
T Settings ¥
¢ Resume

Status | | Select

2. Press Confirmto restart the basal program for thattime

segment.
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Avoid Infusion Site Infections

+  Always wash your hands and use the aseptic technique to
prepare the infusion site before applying a Pod.

+ Do notapply a Pod to any area of the skin with an active
infection. If you are unsure whether to use a specific site, ask
your healthcare provider.

+ Atleastonce aday, use the Pod’s viewing window to check
the site for signs of infection and to confirm that the soft
cannulais securely in place.

« Beaware of the signs of infection, including pain, swelling,
redness, discharge, or heat at the site. If you suspect an
infection, immediately remove the Pod and apply a new one
in a differentlocation. Then call your healthcare provider.

+ Changethe Pod asinstructed by your healthcare provider.

Get the Most From Your Pod

Avoid extreme temperatures
The Pod’s operating temperature is between 4.4 °Cand 40 °C
(between 40 °F and 104 °F).

Under normal circumstances, your body temperature will keep
the Pod well within this range.

/N DoNOTexpose a Pod to direct sunlight for long
(WARNING ] i0ds of t .
<~ | Pperiodsoftime.Itis recommended that you remove
your Pod prior to using hot tubs, whirlpools, or
saunas.These conditions could expose the Pod to
extreme temperatures and may also affect the insulin

inside the Pod.

before and after removing the Pod. Check with your
healthcare provider for guidelines on removing the Pod
for extended periods.

Remember to check your blood glucose levels frequently

ﬁ Insulin degrades at high temperatures and will freeze
near 0°C (32 °F).Check the insulin manufacturer’s
instructions for use.

Water and your Pod

The Pod is waterproof up to a depth of 7.6 meters (25 feet) for up
to 60 minutes (IP28). After exposure to water, rinse off the Pod
with clean water and gently dry it with a towel.
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ﬁa Do not expose your Pod to water at depths greater
<~ than7.6 meters (25 feet) orfor more than 60 minutes.
Check often to make sure the Pod and soft cannula
are securely attached andin place. If the cannulaiis
not properly inserted, hyperglycemia may result.
Verify there is no wetness or scent of insulin, where as
may indicate the cannula has dislodged.

The PDMis not waterproof. Do not place it in or near
water.

Safe storage

Store unopened Pods in a cool, dry place. Extreme heat or cold
candamage Pods and cause them to malfunction. If Pods are
exposed to extreme temperatures, allow them to return to room
temperature before use.

£\ | Podsaresterile unless their packagingis opened or
@ damaged. Do NOT apply oruse a Pod ifits sterile
packaging is opened or damaged, or if the Pod has
been dropped after removal from the package as this
may increase the risk of infection or serious injury.
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Using the Personal Diabetes Manager

ThelD Screen

When you first turn on the PDM,, it displays the identification (ID)
screen (Figure 6-1), which allows you to identify that the PDM s
yours.You can personalize the ID screen by adding your name
and choosing its color. You must acknowledge the ID screen
before you can use the PDM.

A\

The Status Screen

Itis important that you always identify the PDM as
yours before you useit.

Ryl 3:00p 211

= @ #50+.U  3:00p 21

PDM ID:

Jane Smith

Press "Confirm" if
correct.

Last BG 6.2 mmol/L

12:47p today

Last bolus 1.20u
12:47p today

IOB 0.55u

+basal 1
0.70uthr

Pod exp 10:44a 2/14

When a Podis active and the PDM is turned on, the PDM
establishes communication with the Pod to obtain a status
check. During the status check, the PDM collects information
from the Pod about bolus deliveries, active basal programs, and
Pod expiration. The information obtained is then displayed in the

status screen, which shows the System’s current operating status.

Confirm| \

Home |

The Status screen (Figure 6-2) displays:
Time, date, and result of last blood glucose checked or

entered manually

- Time, date, and total amount of last bolus delivered
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« Amount ofinsulin on board (IOB), if suggested bolus
calculatorisinuse

« Nameand rate of active basal program or temp basal
program

« “Extbolus,"the amount of insulin and the delivery time
remaining if an extended bolus is being delivered

+ “INSULIN SUSPENDED”ifinsulin delivery has been suspended

« Timeand date when the Pod will expire

nvore| IfaPod hasnotyetbeenactivated (asin during Pod
changes), the screen displays“No active Pod. Would you

like to activate a Pod now?” (See Chapter 5, Using the Pod,
for details on activating a Pod.)

Insulin gauge and display

One of theimportanticons on the Status screenis the insulin
gauge at the top of the screen. Itindicates how muchinsulinis
leftin the Pod's reservoir. As the reservoir empties, the icon
changes to indicate the amount of insulin remaining.

Next to the insulin gauge, the PDM displays the number of units
remaining in the Pod. Aslong as more than 50 units remain, the
gauge displays“50+ U"Once the reservoir volume drops to 50
units, the gauge counts down unit by unit. When the volumefalls
below 5 units, the display changes to“LOW.’

Regularly checking the insulin gauge enables you to
plan Pod changes easily. For example, if you know
you will need approximately 20 units during your
work day and the insulin gauge shows only 17 units
remaining, you can either take a new Pod with you
or change it before you leave for the day.

TIPL 57

PDM settings
You can adjust the PDM settings to meet your individual needs.
1. Fromthe Status screen, pressHome.

2. Usethe Up/Down Controller buttons to choose Settings,
then press Select.

3. Choose System setup, then press Select.

4. Choose an option from the System setup list, then press
Select (Figure 6-3). Check with your healthcare provider before
making any changes.
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T 300p 2111
Date/time
Bolus/basal/calcs
Alerts/reminders
BG meter

PDM options
Diagnostics

Y Y Yy v v|v¥

Back | | Select

The System Setup Menu

The System setup menu lets you personalize the settings that
control the OmniPod System.These include:

- Dateandtime
Bolus doses, basal rates, and bolus calculator settings
+ Alertsand reminders
Blood glucose meter settings and tags
»  PDMoptions
« Diagnostics

You and your healthcare provider entered initial System settings
using the Setup Wizard (see Chapter 2, Getting Started). After
setup, you can use the System setup menu to customize or
change those settings, as described in this chapter.

Resetthe DateorTime

Occasionally, you need to change date and time settings (for
example, to adjust for daylight savings time or after resetting the
PDM). As a safety feature, you can change date and time settings
only when the Pod is deactivated or when insulin delivery is
suspended (see Chapter 5, Using the Pod).

1. Suspend insulin delivery.

time without suspending by changing the date or

If you are changing the Pod, you can reset the date or
time before activating the new Pod.

2. OntheHome screen, use the Up/Down Controller buttons
to choose Settings; then press Select.

3. Choose System setup, then press Select.
4. Choose Date/time, then press Select.
5. Choose either Date or Time, then press Edit.
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Reset thetime Resetthe date

1. Toenterthe current time, press the Up/Down Controller 1. Pressthe Up/Down Controller buttons to choose the current
buttons. Press and hold the button to increase or decrease the year, then press Next.
timefaster. 2. Choose the current month, then press Next.

2. Press 12/24 hrto choose either a 12-hour or 24-hour clock,
then press Enter (Figure 6-4).

w

Choose the current day, then press Next.

4. Choose the date format to be displayed by the PDM, then
press Select.

5. Press Confirmto accept the new date and format.
D) 3:00p 211 D) 300p 2411
Enter current time. Press "Confirm" to A If you suspended insulin delivery to change the
accept: time or date, remember to resumeinsulin
_ delivery. If you changed the time or date during
Newv time: 1:36p the Pod change process, rememberto activate a
1:36p A new Pod.
Change Bolus and Basal Settings
You and your healthcare provider entered initial bolus and basal
s System settings using the Setup Wizard. Using the System setup
e Cancel |Confirm| menu, you can edit all the OmniPod System bolus and basal
settings as your needs change. Check with your healthcare
3. PressConfirmto accept thenewtime (Figure 6-5). provider before making any Changes.

1. Onthe Home screen, use the Up/Down Controller buttons
to choose Settings, then press Select.

2. Choose System setup, then press Select.
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3. Choose Bolus/basal/calcs, then press Select. a. Toeditan existing target BG time segment, choose the
4. Choose one of the options (Figure 6-6a and Figure 6-6b), then segment, then press Edit. Use the Up/Down Controller
press Select. Each option is described below. buttons to choose a new start time, enc_j time, target BG
value, and correct-above value (correction threshold). Press
Next after each entry.
T , - o) r——— b. Toaddasegment, choose [add new], then press New.
2 390 211 2 — Use the Up/Down Controller buttons to choose a start
Bolus calcs: Off Bolus calcs: On time, end time, target BG value, and correct-above value
Temp basal: U/hr Ratios/factors/targets » (correction threshold). Press Next after each entry.
Extended: Units Temp basal: Uthr c. Whenyou have completed all the time segments you
Bolus increment: 0.05u Extended: Units want, press Done, then Save.
Max bolus: 800u Bolus increment: 0.05u . -
2. MinBGfor calcs (minimum blood glucose value allowed for
Max basal: 1.50umhr Max bolus: 800u ( g

calculating boluses)—Use the Up/Down Controller buttons
to enteranew minimum BG, then press Next.

3. Insulin-to-carb (IC) ratio—You can edit existing time
segments and add segments, up to a total of 8.

Max basal: 1.50 ushr

Back | | Select Back | | Select ) o o
a. Toeditan existing ICratio time segment, choose the
segment, then press Edit (Figure 6-7). Use the Up/Down
Bolus calcs Controller buttons to choose a new start time, end time,
When the suggested bolus calculator is turned Off and you want and Cratio. Press Nextafter each entry.
toturnit On, press On and follow these steps: b. Toaddasegment, choose [add new], then press New.
1. TargetBGand correct-above value—You can edit existing Use the Up/Down Controller buttons to choose a start
time segments and add segments, uptoatotal of 8. time, end time, and ICratio. Press Next after each entry.
¢. Whenyou have completed all time segments, press Done,
then Save.

65



6 Usingthe Personal Diabetes Manager

5. Reverse correction—Choose On or Off, then press Next.

T —— 6. Insulinaction (duration)—Use the Up/Down Controller
Insulin to carb (IC.) rzti o buttons to choose a duration ofinsulin action, then press
Segment g carb/U Done.

[add new] 7. PressOK.

12:00a-12:00a 15

Ratios/factors/targets

When the suggested bolus calculator is turned On, you can view
and change all the settings using the Ratios/factors/targets
menu option. Choose Review all settings, then press Select
(Figure 6-8a) or choose one setting from the menu, then press
Select (Figure 6-8b). The steps are the same whether you choose
all settings or individual ones.

Back | Edit | Done

4. Correction factor—You can edit existing time segments and

add segments, up to a total of 8. T : : 3.00p 2111 D) 3:00p 2/11
a. Toeditan existing correction factortime segment, choose Review all settings Review all settings

the segment, then press Edit. Use the Up/Down Target BG Target BG

Controller buttons to choose a new start time, end time, Min BG for calcs: Min BG for cals:

and correction factor. Press Next after each entry. 3 SmmoliL 3. 9mmoliL
b. Toaddasegment, choose [add new], then press New. IC ratio on IC ratio _

Use the Up/Down Controller buttons to choose a start Correction factor Correction factor

time, end time, and correction factor. Press Next after each
entry.

¢. Whenyou have completed all time segments, press Done,

then Save.

Reverse correction: On
Insulin action: 3.5 hr

Reverse correction: On

Insulin action: 3.5 hr

Back | | Select

Back | | Select
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Ratios/factors/targets option does notappearin the

When the suggested bolus calculator is turned Off, the
Bolus/basal/calcs menu.

1. TargetBG and correct-above value—You can edit existing

segments and add segments, up to atotal of 8.

a. Toeditanexisting target BG time segment, choose the
segment, then press Edit. Use the Up/Down Controller
buttons to choose a new start time, end time, target BG
value, and correct-above value (correction threshold).
Press Next after each entry.

b. Toaddasegment, choose [add new], then press New.
Use the Up/Down Controller buttons to choose a start
time, end time, target BG value, and correct-above value
(correction threshold). Press Next after each entry.

¢. Whenyou have completed all the time segments you
want, press Done, then Save.

. Min BGfor calcs (minimum blood glucose value allowed for
calculating boluses)—Use the Up/Down Controller buttons
to entera new minimum BG, then press Enter.

. Insulin-to-carb (IC) ratio—Number of grams of
carbohydrate covered by one unit of insulin. You can edit
existing time segments and add segments, up to a total of 8.

a. Toeditan existing IC ratio time segment, choose the
segment, then press Edit. Use the Up/Down Controller

buttons to choose a new start time, end time, and IC ratio.
Press Next after each entry.

b. Toaddasegment,choose [add new], then press New.
Use the Up/Down Controller buttons to choose a start
time, end time, and IC ratio. Press Next after each entry.

¢. When you have completed all time segments, press Done,
then Save.

. Correction factor—You can edit existing time segments and

add segments, up to atotal of 8.

a. Toeditan existing correction factor time segment, choose
the segment, then press Edit. Use the Up/Down
Controller buttons to choose a new start time, end time,
and correction factor. Press Next after each entry.

b. Toaddasegment, choose [add new], then press New.
Use the Up/Down Controller buttons to choose a start
time, end time, and correction factor. Press Next after each
entry.

¢. When you have completed all time segments, press Done,
then Save.

. Reverse correction—Choose On or Off, then press Select.
6. Insulinaction (duration) or Insulin on Board (I0B)—Use

the Up/Down Controller buttons to choose a duration of
insulin action, then press Enter.
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6 Usingthe Personal Diabetes Manager

Temp basal

Choose %, U/hr, or Off to set the mode for temporary basal rates
and presets, then press Select.

Extended

Choose %, Units, or Off to set the mode for extended boluses,
then press Select.

Bolusincrement

Choose 0.05,0.10,0.50, or 1.00 units for bolus increments, then
press Select.

Maxbolus

Use the Up/Down Controller buttons to enter the maximum
bolus dose you can take, then press Enter.

Max basalrate

Use the Up/Down Controller buttons to enter the maximum
basal rate you can choose, then press Enter.

Some settings have preset defaults, but all settings
are changeable. See the Appendix foralist of
System specifications, including preset default
settings.

TIPL 57

For additional details on bolus and basal settings,

TIP * see Chapter 3, Understanding and Adjusting Basal
Rates, and Chapter 4, Understanding and Delivering
Bolus Doses.
Alerts and Reminders

In addition to automatic safety alarms (see Chapter 10, Alerts and
Alarms), the OmniPod System offers a number of personal
settings to help you manage your diabetes. These features are
optional.You can turn them on or off at any time, except for the
alerts.Those you can set at levels that you find convenient to
remind you to change your Pod.

Notifications you can use are:

BG (blood glucose) reminder: Reminds you to check your blood
glucose. Choose from On or Off. The default setting is Off. When
the reminderis on, the PDM asks you each time you enter a bolus
dose whether you want to seta BGreminder, and you can then
choose atimeinterval,in 30-minute increments.

Pod expiration: Reminds you when the Pod is nearing the
72-hour expiration time. Choose a period from 1 to 24 hours
before expiration, in 1-hour increments. The default setting is 4
hours. You will hear 2 sets of beeps every minute for 3 minutes.
The notification will repeat every 15 minutes until you press OK
toacknowledgeit.

Lowreservoir: Alerts you when insulinin the Pod reaches a
certain level, so you can plan ahead to change the Pod. Choose a
level from 10to 50 units, in 5-unitincrements. The default setting
is 10 units.
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£\ Thelowreservoiralert will escalate to an Empty
\__/  reservoirhazard alarm wheninsulinis depleted.

Be sure torespond to the alert whenit occurs.

Auto-off: Alerts you if the PDM does not receive a Pod status within
apredefined period of time. Obtain Pod status by pressingand
holding the PDM's Power button. Choose a time period from 1to
24 hours,in 1-hourincrements, or choose Off. The default setting is
Off. Refer to page 54 to check Pod status and to Confirm ID.

£ | TheAuto-offalert will escalate to a hazard alarm if
__/  ignoredandwillresultin the deactivation of your

active Pod. Be sure to respond to the alert wheniit
occurs.

Turning the PDM on by inserting a blood glucose
test strip does not send a Pod status to the PDM.

A\

This alert can be especially reassuring if you are prone to
hypoglycemia unawareness. Ask your healthcare provider about
using this alertand where to setiit.

=" If you use the Auto-off feature, always turn on the PDM

with the Power button before using the system. This
allows the PDM to obtain a Pod status. Refer to page
54 to check Pod status and to Confirm ID.

Bolus reminders: Notifies you if you have not delivered a meal
bolus, manually or using the suggested bolus calculator,
between the times you specify. Choose On or Off and choose up
to6time segments.

Program reminders: Pod beeps when a programis in process
(see Chapter 3, Understanding and Adjusting Basal Rates; and
Chapter 4, Understanding and Delivering Bolus Doses, for
details). These include:

Temporary basal in process
+ Extended bolusin process
Choose On or Off. The default setting is On.

Confidence reminders: The Pod or PDM beeps in response to
your instructions, so you become familiar with the operation of
the OmniPod System and feel confident that you are getting the
insulin you need.These notifications include:

+ Bolusdelivery started
Bolus delivery completed
+ Extended bolus started
Extended bolus completed
« Temporary basal rate started
+  Temporary basal completed
Choose On or Off. The default setting is On.
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6 Usingthe Personal Diabetes Manager

Custom reminders: Displays text reminders that you enter, at
times that you select. You can choose to receive a notification
Daily, One time only, or Off. You can change or delete these
notifications at any time.

Setalerts and reminders

1. Onthe Home screen, use the Up/Down Controller buttons
to choose Settings, then press Select.

2. Choose System setup, then press Select.
3. Choose Alerts/reminders, then press Select.

4. Choose the option you want to set (Figure 6-9), then press
Select.

Dy 300p 211

BG reminder: Off
Expiration: 4hr

Lowv reservoir: 1000u
Auto-off: Off

Bolus reminders: Off
Program reminders: On
Confidence reminders:

On
Custom reminders
Back | | Select

. Forall except Bolus reminders and Custom reminders,

choose the desired option or set the desired value, then press
Select or Enter.

. ForBolus reminders

» Usethe Up/Down Controller buttons to choose On or
Off, then press Select.

+ Ifyouchose On, you are taken to a new screen where you
can add, edit or delete reminders:

To add a Bolus reminder
a. Usethe Up/Down Controller buttons to choose [add
new], then press New.

b. Chooseastarttime, then press Next.
¢. Chooseanendtime,then press Save.

To edit a Bolus reminder

a. Choose the bolus reminder you wish to edit, then press
Edit.

b. Choose Edit, then press Select.
¢. Enteranew starttime, then press Next.
d. Enteranewendtime, then pressSave.
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Todelete a Bolus reminder
a. Choosethe bolus reminderyou wish to delete, then

press Edit. ) 300p 2/11
b. Choose Delete then press Select. Edit name.
c. PressDelete to remove the bolus reminder. Rx

»

7. ForCustomreminders

+ Usethe Up/Down Controller buttons to choose
[add new], then press New.

«  Touse the OmniPod System’s default naming system,
simply press Next. The default naming system
automatically assigns names in numerical order, such as
alert1,alert2,alert 3. Back | » | Next

If you want to give a different name to the reminder:

a. Usethe Up/Down Controller buttons to scroll d. PressNext.
through the list of characters. An up-and-down arrow - Enterthetime of day for the reminder, in 30-minute
symbol on the screen indicates the character you are increments, then press Next.
changing. +  Choose Daily, One time only, or Off, then press Select.

b. Pressthe middle Soft Key (the right arrow) tomove the vore]  Custom reminders will repeat every 15 minutes until
underscore to the next character. acknowledged.

¢. Entereach character oneatatime. Forexample, fora
reminder to pick up a prescription, you might enter
R, x (Figure 6-10). (A blank character or space is the first
and last option in the scrolling menu.)
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6 Usingthe Personal Diabetes Manager

Change Blood Glucose Meter Settings

You can adjust blood glucose (BG) meter settings:
« BGgoallowerand upper limits (for BG history)
« ManageBGtagslist
+ BGsound—On or Off

1. OntheHome screen, use the Up/Down Controller buttons
to choose Settings, then press Select.

2. Choose System setup, then press Select.
Choose BGmeter, then press Select.

. Choose the setting you want to change (Figure 6-11), then
press Select.

I

o 3:00p 2411
BG gcal:

5.6-8.2 mmoliL
Manage BG tag list »
BGsound: On

Back | | Select

Change BG goal limits

To change the BG goal limits, press Edit, change either or both
values, then press Save.

Manage the blood glucose tags list

You can create up to 15 custom blood glucose tags and hide any
of the standard tags you do not plan to use. Standard BG tags are
shown first on the screen (Figure 6-12a), followed by custom tags,
and then [add new] (Figure 6-12b). For more information about

tagging BG readings, see Chapter 7, Checking Your Blood
Glucose.

¢ 3:00p 2411 é 3:00p 2411
Configure the list of Configure the list of
available BG tags. available BG tags.
Standard BG tags: vKetones (trace)

v Control vKetones (small)

v Pre-meal vKetones {(moderate)
v Post-meal vKetones (large)

v Missed bolus v Pre-bedtime

v Carb guess Custom BG tags:

v Basal evaluation (start) [add new]

Done | | Hide Done | | New
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1. Tohide orshow a standard BG tag, choose the tag, and press
Show (ifitis marked as hidden) or Hide.

Tags you choose to show will be check marked; hidden ones
will not be.
2. Toadda customtag, choose [add new] at the end of the list of
custom tags, then press New.
Inthe Edit name screen, either:
a. PressSaveto save the new tag with the default name,
customtag1, customtag2, and so on;or

b. Usethe Up/Down Controller buttons to choose letters
and numbers for a name, followed by the middle Soft Key
(the right arrow) to move forward one space. Then press
Save.

3. Todelete acustomtag, choose the tag, press Delete, then
press Delete again. Or press Cancel to leave the tag
unchanged.

Change BGsound
To change BG sound, choose On or Off, then press Select.

Customize the Personal Diabetes Manager

Additional options let you customize how the PDM operates:

ID screen: |dentify your PDM by adding your name and choosing
a color.The options you set will be shown on the ID screen every
time you turn onthe PDM.

PDM ock: “Locks"the buttons on the PDM.The default setting is
Off. This safety feature can help avoid accidentally changing
basal rates or giving boluses.

Screen time-out: The screen turns off after a time interval that
you set, which occurs if you have not pressed any buttons on the
PDM.This setting preserves battery power by turning off the
screen whenyou are not using it. Set it at the lowest setting to
maximize battery life.

NOTE

Pressand hold the Power button to turn the screen back
on.lnsome cases, if it has been less than 5 minutes since
the screen timed out, pressing the Power button returns
you to the same screen you were using. If it has been
longer than 5 minutes, the PDM brings you to the Status
screen. To check the Pod status, refer to page 55 for
detailed instructions. The ID screen must be confirmed
before you can check Pod status.
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Backlight time-out: The backlight is on by default while you are
using the PDM.The time-out setting dims the backlightand
causes the screen to dim when you have not used it within the
timeinterval thatyou set. Set at the lowest setting to maximize
battery life.

>~ For extra brightness on the PDM screen, pressand
hold the User Info/Support button (?) for 2 seconds.
This enables a“bright mode. The screen will remain
in this mode until the PDM times out or you turn it off.
To preserve battery life, use this feature only when
necessary.

SetPDM options

1. Onthe Home screen, use the Up/Down Controller buttons
to choose Settings, then press Select.

2. Choose System setup, then press Select.
3. Choose PDM options (Figure 6-13), then press Select.
4. Choose one of the options (Figure 6-14), then press Select.

SetIDscreen

TochangethelD:
1. ChooselD, then press Select.
2. Pressthe Up/Down Controller buttons to scroll through the

list of characters. An up-and-down arrow symbol on the
screen indicates the character you are changing.

by 300p 211 Dy 3:00p_2/11
Date/time » ID screen >
Bolus/basal/calcs » PDM |0C_k2 Off
Alerts/reminders » Screen time-out: 20sec
BG meter » Backlight time-cut:

PDM options » 10sec

Diagnostics »

Back | | Select Back | | Select

3. Pressthe middle Soft Key (labeled with the right arrow) to
move the underscore to the next character.

4. Entereach character one atatime. Forexample, if you want to
enteryour name, you mightenterJ, a, n, e, [space], S, m, i, t, h.
(Ablank character or space is the first and last option in the
scrolling menu.)

5. PressSave.

A\

As a safety feature, an ID must be entered to enable
the PDMto be identified.
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To change theID screen color:
1. Choose Screen color, then press Select.

2. Usethe Up/Down Controller buttons to choose a color, then
press Select.

Set PDM lock
Choose On or Off, then press Select.

A\

If you choose On, other PDM options and most other
soft keys are locked and will not respond to button
presses.To use them, you must first set PDMlock to
Off.

Set the Screen time-out
Choose atimeinterval, then press Select.

When the screen times out and goes black, turn it on again by
pressing the Home/Power button.

Set the Backlight time-out

Choose atimeinterval, then press Select.

When the screen dims, turn it on again by pressing any button.
The PDM willignore the usual command and re-light the screen.

The lowest setting will drain the battery the least.

SetDiagnostic Functions

The Diagnostics screen allows you to instantly confirm how the
System is working or to completely update settings entered
during setup (see Chapter 2, Getting Started). Optionsinclude:

Check alarms: Confirms that all alarms work properly when
needed. When you select this function, the PDM beeps and
vibrates, then the Pod beeps. This function cannot be executed
unlessinsulin delivery is suspended.

ﬁa If the PDM fails to beep, immediately call Customer
<~  Care.lfaPodisactive andfails to beep, change the

Pod immediately (see Chapter 5, Using the Pod).
Continuing to use the System in these situations may
putyour health and safety at risk.

Reset PDM (softreset): Restores all settings in the PDM to the
factory defaults.

A\

Resetting the PDM deletes all basal programs, temp
basal presets, carb presets, bolus presets,and all
suggested bolus settings. Before you use this feature
and delete these settings, be sure you have a written
record of the information you need. History records
will not be deleted.

nore| Asa safety feature, you cannot reset the PDM when a Pod
' is active. You must first deactivate the Pod.
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Diagnostic options
1. Onthe Home screen, use the Up/Down Controller buttons
to choose Settings, then press Select.

2. Choose System setup, then press Select.
3. Choose Diagnostics, then press Select.

To check alarms
1. Choose Checkalarms, then press Select.

2. Press OK.The PDM beeps three times and vibrates three
times. If a Pod is active, it then beeps three times.

ﬁ Be sure to check the alarm function at every Pod
change.

Toresetthe PDM
1. Choose Reset PDM, then press Select.
2. Ifthe Podis deactivated, the PDM asks for confirmation and

reminds you that you will lose all user settings (Figure 6-15).
Press Confirm to reset the PDM.

If the Pod is still active, you will be unable to reset the PDM
(Figure 6-16). Press OK to return to the Diagnostics menu.

by 300p 2/11 2

Press "Confirm" to reset
PDM to factory default
settings.

300p 211

Cannot reset PDM while
pod is active.

This will delete all user
settings. History records
will not be deleted.

Back |Confirm| | | OK

Use the form at the end of this User Guide to write
down all your settings from the Setup Wizard. If you
ever need to reset your PDM, having these settings
handy will make setup very easy.

TIPL 57
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Seta Reminder toVibrate

Get the Most from Your PDM

For certain reminders, you can choose vibration instead of beeps
or vibration followed by beeps, instead of only beeps. If you
activate it, the PDM will vibrate for:

« Blood Glucose reminders
« Missed Bolus reminders

- Customreminders

+  “Noactive Pod"reminders

The PDM cannot be set to vibrate for hazard or advisory
alarms.

To change the type of notification

1. Use the Up/Down Controller buttons to choose Settings,
then press Select.

2. Choose Vibration, then press Select.

3. Choose Vibrate, Vibrate then beep, or Off (beep only), then
press Select. (Vibrate then beep means the PDM will repeat
the reminder twice using vibration. After that, it uses beeps.)

Or press Back to return to the Settings menu.

Keepithandy

Wireless communication technology means you don't have to
keep the PDM right next to the Pod for the Pod to work. Once you
set your basal program, the Pod continues to deliver your basal
program 24 hours a day, regardless of the location of the PDM.
However, you still need the PDM to deliver a bolus, change the
basal rate,and so on. You can store the PDM conveniently inside
an article of clothing (like a shirt pocket) or put it discreetlyinto a
drawer, briefcase, or purse.

Communicating with the Pod

When you use the PDM to communicate with the Pod, hold the
PDM within 1.5 meters (5 feet) of the Pod.

Water and your PDM

A\

Do NOT use IV Prep wipes, alcohol swabs, soap,
detergent, or solvents to clean the screen orany
other part of the PDM.The PDM is NOT waterproof.
Do NOT immerseitor placeitin or near water.

77



6 Usingthe Personal Diabetes Manager

Avoid extreme temperatures £\ | Only connectaUSB cable toyour PDMwhen

Extreme operating temperatures can affect PDM batteriesand @ downloading data to a computer. Other PDM
interfere with System operation. Avoid using the PDMin functions are disabled while a USB cable is connected,
temperatures below 4.4 °C (40 °F) or above 40 °C (104 °F). and the PDM cannot communicate with the Pod.

ﬁ Do not store or leave the PDM where it may be

exposed to extreme temperatures, such s ' nsidea When you connect a USB cable to the PDM, only use a
;ﬁ;ﬁ:ﬁgﬁ heator cold can cause the device to A cable thatis less than or equal to 2.7 meters (9 feet) in

length.

£\ | Neverattemptto test your blood glucose while your
N PDM s connected via USB cable to acomputer.
Doing so could result in electrical shock.

Electrical interference

The PDMis designed to withstand normal radio interference
and electromagnetic fields. However, as with all wireless
communication technology, certain operating conditions can
interrupt communication. For example, electric appliances such
as microwave ovens and electric machinery located in
manufacturing environments may cause interference.ln most
cases, interruptions are easy to resolve (see Chapter 11,
Communication Failures).
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The Built-in FreeStyle® Blood Glucose Meter

With the FreeStyle® blood glucose meter, checking your blood
glucose requires a very small sample size, 0.3 microliter of blood.
Refer to your FreeStyle test strip instructions for use forimportant
test strip information.You may want to test for low blood glucose:

«  Whenyoufeel symptoms such as weakness, sweating,
nervousness, headache, or confusion

«  Whenyou have delayed a meal after taking insulin
+  Whenyour healthcare provider advises you to do so

ﬁa Keep the system and the FreeStyle® accessories away
from young children, as they contain small parts that
may be dangerous if swallowed.

ﬁa Only use FreeStyle® and FreeStyle Lite test strips and

FreeStyle® control solution with the System. Using
other brands of test strips and control solutions with
the System can produce inaccurate results.

£\ | Neverattempt to test your blood glucose while your
m PDM s connected via USB cable to acomputer. Doing

so could resultin electrical shock.

This Device is intended for self-testing by the user.

Please read all the instructions provided in this User
Guide and practice the testing procedures before
using the system and FreeStyle® accessories. Follow
the guidance of a healthcare professional for proper
blood glucose monitoring.

> >

Unless stated otherwise, references to FreeStyle Blood
Glucose Test Strips or FreeStyle Test Strips includes both
FreeStyle and FreeStyle Lite Test Strips.

NOTE
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7 Checking Your Blood Glucose

The FreeStyle® and FreeStyle Lite Blood Glucose ﬁa Do not use strips beyond the expiration date printed
Test Strips N/ onthepackage,asthis may cause inaccurate results.

Complete information on the FreeStyle® and FreeStyle nore| Fordetailed storage and usage information, refer to the
A Lite test strips (such as interferences and package insertin the box containing the test strip vial.

performance) can be found in the test strip package

insert. Please read all instructions provided on the test £\ | Thecap orvial contains drying agents that may be

strip package insert before using the OmniPod m harmful ifinhaled or swallowed and may cause skin or

System and FreeStyle accessories.

Importanttest strip information

Store the blood glucose test strip package between 4.4° and
30°C(40°and 86°F).

Use test strips only when the system is within its operating
temperature range, between 4.4° and 40° C (40°and 104°F).

Keep test strips away from direct sunlight and heat.

Store test strips in their original vial only; never transfer them
toanother vial or any other container.

Never store individual test strips outside the vial.

After removing a blood glucose test strip from the vial,
immediately close the vial cap tightly.

With clean, dry hands, you can gently touch the test strip
anywhere when removing it from the vial or inserting it into
the test strip port.

Do not bend, cut, or alter blood glucose tests strips in any way.

eyeirritation.

The FreeStyle® Control Solution

The FreeStyle® control solution (Figure 7-1) is a
red liquid that contains a fixed amount of
glucose and has two important uses:

« Toensure that your meter and test strips
are working together properly

« To practice testing without having to use
yourown blood

Three levels of control solution are available:
Low, Normal, and High. For information on
how to obtain control solution, call Customer
Care (24 hours/7 days): 1855 PODINFO

(1855 763 4636). When calling from outside of
Canada: 289-247-3534.
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When to perform a control solution test on the bottle, as well as the date to discard itand begin using a
You should perform a control solution test: new bottle.
«  Whenyou suspect that your meter or test strips are not

Ensure accurate control solution results

Replace the cap on the control solution bottle immediately
afterusingit.

working properly

«  Whenyouthink your test results are not accurate orif your test
results are not consistent with how you feel

- Whenyou drop or damage your PDM or expose it to liquids ﬁg Use only FreeStyle® control solution with the

. : , <~ System.Otherbrands of control solution may
When your healthcare provider advises you to do so produce inaccurate results with this System.

Check that the meter and test strips are working : R
/N Do notuse control solution past the expiration

A control solution test follows the same procedure as a blood CWARNING ) X

glucose reading, except that you use a sample of control solution \__~ | dateoryoumay getinaccurate results.

instead of a drop of blood. (See“Performing a Blood Glucose

Reading”later in this chapter.) + Do notadd water orany liquid to control solution.

When you perform a control solution test, if the reading is within - Control solution tests are specified to be accurate only when
the control solution acceptable range, the meteris working performed between 15°and 40 °C (59° and 104 °F).

properly.

ﬁ Results from FreeStyle® control solution tests do

Control solution expiration date not reflect your blood glucose level.

FreeStyle® control solution is good for 3 months after opening

the bottle, or until the expiration date printed on the label, « The control solution test results should fall within the range
whichever comes first. Count forward 3 months from the date printed on the test strip vial label.

you open a new bottle of control solution. This is your discard . .

date. Write this date on the side of the control solution bottle. For nore]  Thecontrol solutionrangeisa target range for control
example, if you open the control solution on January 15, count ' solution only. Itis notatarget range foryour blood

forward 3 months to April 15.This is the discard date to record glucose.
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7 Checking Your Blood Glucose

If control solution results are out of this range, REPEAT THE TEST.

Out-of-range control solution results

Out-of-range test results may be caused by:

« Expired or bad control solution

«  Expired or bad test strip

«  Errorin performing test

« Codeontest strip vial does not match code setin the PDM

« Malfunction of the System

« Control solution test done outside 15°and 40°C (59°and
104 °F)

If your control solution test results continue to fall outside the

range printed on the test strip vial:

1. The System may not be working properly.

2. Donotuse the System to test your blood glucose.

3. Call Customer Care (24 hours/7 days): 1855 POD INFO
(1855 763 4636). When calling from outside of Canada:
289-247-3534.

Performing a Control SolutionTest

1. Grasp the bottom of the test strip with the printed side facing
up (Figure 7-2).

——— Top, toinsertinto meter

—— FreeStyle® test strip

g—— Bottom edges, for blood sample

2. Insertthetop of thetest strip into the test strip port (Figure 7-3)
until it stops. This turns on the PDM and displays the code
number on the screen. Refer to page 55 to check Pod status
and to ConfirmID.
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Always verify and be prepared to adjust the code
on the PDM to match the code number on the test
strip vial (Figure 7-4).

Itisimportant to always enter a code whether
using FreeStyle or FreeStyle Lite with the
OmniPod, even if some FreeStyle Lite products
indicate that no coding is required. No coding only
apply when these strips are used with certain
Abbott meters, and does not apply to OmniPod.
(Figure 7-4)

. Wait for the PDM to display“Apply a blood sample to the strip’

Checking Your Blood Glucose 7

has moved to the next screen, just press the Up/Down
Controller buttons.The code screen reappears and you
canadjust the number.

The code number remains on the PDM screen for your
reference until you have completed the control test.

If you need to adjust the code number after the PDM

From some PDM screens, you cannot access the

Freestyle® blood glucose meter. For example, you
cannot use the meter while you are activating a Pod
orwhen analert, alarm or communication error
screenis displayed. In these cases, if you insert a test
strip, the PDM beeps to alert you.

3. Tohelpyou see thetest strip port in reduced lighting, when

youinsert a test strip into the PDM, you can turn on the port
light. Press the middle Soft Key labeled Light.To turn the light
off, press Lightagain.

‘ﬁm The code number on the screen should match
<~  thecodenumberon theside of your test strip vial

(Figure 7-4). They must always match or your
results will be inaccurate. (See”“Set the blood
glucose test strip code”later in this chapter.)

d

onthe screen (Figure 7-5).
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7 Checking Your Blood Glucose

& 300p 2/M1 ry 300p 211 (3 3:00p 211
Apply a blood sample to Select BG tag:
the strip. Control
— Ere-meal |
Checking c_)St'rST:)a |
\ ~ Misseq bolus
Carb guess

Basal evaluation (start)
Basal evaluation (stop)
Calibration code: 16 Skipped meal

| Light | oK | | Select

5. Gently touch only ONE EDGE of the test strip to the control
solution. Specifically, apply the control solution to the test
strip edge next to one of the dark-colored half-circles
(Figure 7-6).1f BG sound is set to On, the PDM beeps when
the test stripis full.

If you do not apply the sample within 10 seconds, the strip
port light turns off. To turn it on again, press Light.

The"Checking”screen appears while the sample is processing
(Figure 7-7).The strip port light turns off when the sample is
accepted.

test strip.

@ Do notapply control solution to both edges of the

If BG sound is set to On, the PDM beeps twice. The result
appearson the screen.

6. Tomarktheresultasa control solution result ratherthana
blood glucose test:

a. PressTag.

b. Usethe Up/Down Controller buttons to select Control
(Figure 7-8), then press Select. You can select a second tag
for the test resultin the same way.
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vore]  You can selecta maximum of 2 tags. 9. Removethetest strip. If the strip port light was turned on, it
J now turns off.

If you remove the test strip before this step, you will still see
the available soft keys.

c. PressOK.
7. Ifyoudo not want to mark the test as a control solution test, vore] Besuretodiscard used test strips. (You can only use
press Nextinstead of Tag. test strips once.) Used test strips are considered
biohazardous material.

@ If the suggested bolus calculator feature is turned Off,

the Bolus soft key appears instead of Next. . .
yapp Performing a Blood Glucose Reading

you can unmarkit: Press Tag, select Control, then
press Clear. ﬁa To ensure accurate results, wash your hands and the
<~  testsite (forexample, your upper arm) with soap and
water. Do not leave any cream or lotion on the test
site. Thoroughly dry your hands and the test site.

@ If you mark a test as a control solution test by mistake, ~ Figure 7-9 shows the parts of the lancing device.

8. Compare the control solution test result to the range printed
onthetest strip vial label. If the result does not fall within the
range, repeat the test. If the result still does not fall within
therange, call Customer Care (24 hours/7 days): 1855 POD
INFO (1855 763 4636). When calling from outside of Canada:
289-247-3534.
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7 Checking Your Blood Glucose

Prepare thelancing device

1. Snap off the cap onthelancing device atanangle
(Figure 7-10).

Cocking handle

Depth settings dial

Depth indicator window

Release button

Clear cap, for testing sites
« other than the finger

2. Insertanew lancet firmly into the white lancet holder cup
(Figure 7-11). Pushing the device into the cup may cock the

Gray cap, for testing on the device whichis fine
fingers ' '
J 3. Holdthelancet firmly in place with one hand. With your other

hand, twist off the rounded top (Figure 7-12).

Lancing device depicted in Figures 7-9, 7-10 and 7-11 is representative
only. Please follow the instructions included with your specific lancing
device.
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4. Replace the cap untilit snaps or clicksinto place (Figure 7-13). 6. Pulloutthe cocking handle untilt clicks (Figure 7-15). (You

Be careful not to touch the exposed needle on the lancet. may have already cocked the handlein step 2. Thisis okay.)
C . . . You are now ready to perform a blood glucose test.
wore]l  Consultyourlancing device instructions to ensure
properusage. Insert the blood glucose test strip

1. Insertanew blood glucose test strip into the test strip port
until it stops. The test strip port is at the bottom of the PDM.

Lancing device depicted in Figures 7-12, 7-13, 7-14and 7-15
is representative only. Please follow the instructions included
with your specific lancing device.
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vore]  From some PDM screens, you cannot access the nore| Ifyoudo not start the test within 2 minutes, the PDM

FreeStyle® blood glucose meter. For example, you powers off. To restart the PDM, take out the unused strip
cannot use the meter while you are activating a Pod and reinsertit, or simply press and hold the Power button
orwhen an alert, alarm or communication error toturn on the PDM. Refer to page 55 to check Pod
screenis displayed. In these cases, if you insert a test status and to Confirm ID.
strip, the PDM beeps to alertyou.

2. Tohelpyou see thetest strip port in reduced lighting, press Setthe blood glucose test strip code
the middle soft key labeled Light.To turn the light off, press Afteryouinsert the strip, the PDM displays a code number
Lightagain. (Figure 7-18).This number must match the code on the side of
the vial.

3. Insertonly the top end of the strip into the test strip port
(Figure 7-16 and Figure 7-17).

Itisimportant to always enter
acode whether using
FreeStyle or FreeStyle Lite
with the OmniPod, even if
some FreeStyle Lite products
indicate that no codingis
required. No coding only
apply when these strips are
used with certain Abbott
meters, and does not apply to
OmniPod.

& 3:00p 211
Enter code.

Top

o

16

| Light |

Bottom =X -
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To change the code number, press the Up/Down Controller
buttons until the number matches the number on your vial. The
numbers are between 1and 50.

If you do not adjust the code number within 2 seconds, the next
screen appears automatically (Figure 7-19).

& 3:00p 2411
Apply a blood sample to
the strip.

Lancing device depicted
in Figures 7-20 and 7-21 is
representative only. Please
follow the instructions
included with your
specific lancing device.

Calibration code: 16
| Light |

has moved to the next screen, just press the Up/Down
Controller buttons.The code screen reappears and you
can adjust the number.

The code number remains on the PDM screen for your
reference until you have completed the BG test.

@ If you need to adjust the code number after the PDM

Checking Your Blood Glucose 7

/N | Thecode numberon the screen should match
(EMNe) | the code number on the side of i
N e code number on the side of your test strip
vial (Figure 7-4). They must always match or your
results will be inaccurate.

1. Tostimulate blood flow, keep your hand warm or lower your
hand to waist level and gently massage your finger.

2. Setthedepth setting onthe lancing device (Figure 7-20).

T r

0

B

3. Lightly touch the lancing device (with the cap) against the
side of your fingertip (Figure 7-21).

4. Pressthe release button.
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7 Checking Your Blood Glucose

5. Gently squeeze yourfinger, if needed, until a blood drop the 4. Presstherelease button. Do not lift up; continue to hold the
size of a pinhead forms. button and gradually increase pressure against the site for
several seconds (Figure 7-24).

Lance your forearm, upper arm, or hand

1. Tobring fresh blood to the surface of the test site, rub the site
vigorously for afew seconds (Figure 7-22) until you feel it
gettingwarm.

Lancing device depicted
in Figures 7-23 and 7-24 is
representative only. Please
follow the instructions
included with your specific
lancing device.

5. While holding the lancing device on your test site, look
through the clear cap. The blood sample should be about the
size of a pinhead.

6. Liftthe lancing device straight up; be careful notto smearthe
blood sample on your test site.

2. Setthedepth setting onthelancing device (Figure 7-23). /N Measurements obtained from alternate site testing

3. Hold thelancing device (with the clear cap) against the top of @ should not be used to calculate insulin doses with

your testssite. the OmniPod System.
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ﬁ Avoid lancing areas with obvious veins or moles
to avoid excess bleeding. Also avoid lancing areas
where tendons or bones stick out (for example,
hand bones).

7. Ifyou see any signs of deterioration of the PDM (i.e. cracking
separation, discolorations.) Please contact customer care.

Fill the blood glucose test strip with blood

1. Make sure that the strip isin the PDM and the PDMis powered
on. If the PDM has powered off, take out the strip and reinsert
it (Figure 7-25), or simply press and hold the Power button to
turn on the PDM. Refer to page 55 to check Pod status and
to ConfirmID.

2. Bring the strip to the blood sample ata slightangle
(Figure 7-26).
If you do not apply the sample within 10 seconds, the strip
port light turns off. To turn it on again, press Light.

Use only one edge of the blood glucose test strip per test. Do
not apply blood to both edges (Figure 7-27). Only use strips
once. Discard used strips.

The test strip pulls the blood into the strip through the edge
(Figure 7-28).
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| Edgeof
test strip

1.

The lancing device is intended forindividual use and
should not be shared. If the device is being operated

by a second person who is providing testing
assistance to the user, the meterand lancing device
should be decontaminated prior to use by the
second person (see page 140).

Donot:

VAN

Press the strip against the test site

Scrape the blood onto the strip

Apply blood to the flat side of the strip

Apply blood to the strip whenitis out of the meter
Put blood or foreign objects into the test strip port

Do not pull the test strip away from the sample until you
hear 1 beep or see the word“Checking”on the screen
(Figure 7-29).This means you applied enough blood
and the meter is reading your glucose.
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& 300p 211 = FU0p 241
P 8l I
Checking mmal/L
\-‘/

Calibration code: 16
Dore | Tag  Next

2. Ifafter5 seconds the PDM does not display“Checking,’the

sample may be too small. If needed, add more blood to the
same edge of the strip for up to 60 seconds from the time of
thefirstapplication.

The strip port light turns off when the blood sample is
accepted.The reading is complete when you hear 2 beeps (if
BGsound is turned On) and the PDM shows your reading on
the screen (Figure 7-30).

The time the test takes depends on your blood glucose level.
The higheryour glucose level, the longerit takesto get a
result.

3. Tomarktheresultasa pre-or post-meal test, to indicate a

level of exercise or to indicate other situations connected to
this blood glucose reading, press Tag.Then:

a. Usethe Up/Down Controller buttons to selectatag, then
press Select (Figure 7-31).You can select a second tag for
the reading in the same way.

Tolearn how to manage your list of tags and to add
custom tags, see“Manage the blood glucose tags list”in
Chapter 6, Using the Personal Diabetes Manager.

b. Press OKtoreturn to the reading screen (Figure 7-30), then
press Next.

. Ifyoudo notwantto mark the test, press Nextinstead of Tag.

wore]  Ifthe suggested bolus calculator feature is turned Off,
the Bolus soft key appears instead of Next.

. Remove the test strip. If the strip-port light was turned on, it

now turns off.
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é 3:00p 211
Select BG tag:
Control
Pre-meal
Post-meal
Missed bolus
Carb guess
Basal evaluation {(start)
Basal evaluation (stop)
Skipped meal
oK |

| Select 1

Remove the lancet

When you have finished testing, remove the lancet from the
lancing device (Figure 7-32). Discard the used lancet properlyina
puncture-resistant container. Then wash your hands with soap
and water.

nore]  See“Cleaning and disinfecting”in the Appendix for
' instructions on how to clean or disinfect your PDM.

Lancing device depicted in Figure 7-32 is representative only. Please
follow the instructions included with your specific lancing device.

Blood Glucose Results and the Suggested Bolus
Calculator

If the suggested bolus calculator feature is turned On when you
checkyour blood glucose, the PDM will display the result. From
here, press Next to enter carbs (if eating) and have the System
calculate a suggested bolus. (See“Suggested Bolus Calculator”in
Chapter 4, Understanding and Delivering Bolus Doses.)

note|  Ifyou use the suggested bolus calculator within 10
' minutes after taking a blood glucose reading, or if you

store a BG reading (for example, one you enter manually)
within the same 10 minutes, that BG value will be used
automatically in the suggested bolus calculator process
(Figure 7-33).

If the suggested bolus calculator feature is turned Off, the Next
soft key does not appear. Instead:

Press Bolus to open a screen where you can enter a bolus
manually.

Or press Done to return to the Status screen to see the most
recent BGresult.

The BGresult, either from the PDM or from manual entry, is stored
in the System’s history, whether suggested bolus calculator is
turned On or Off. (See”Blood Glucose Records”in Chapter 8,
Understanding Your Records.)
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1. Onthe Home screen, use the Up/Down Controller buttons
to choose More actions, then press Select.

2. Choose Add BGreading, then press Select.

3. Usethe Up/Down Controller buttons to enter the BG
reading from your separate meter.

¢ 0 300p 211
Enter current BG.

= -~ Toentera“LOW"reading, press the Up/Down
84mmolL * L Controller buttons down until you reach the

Use for bolus cales? minimum value (1.1); then press down one more

time.To enter a“HIGH"reading, press up until you

reach the maximum value (27.8); then press up

onemoretime.

Back | No | Yes

4. PressTagtoassign atagtothe reading. Press OKwhen

vorz]  The Bolus Entry screen does not openiif: finished. (For an explanation of entering tags, see page 93.)
J - Aregularbolusis currently in process 5. PressSaveto save thereading.
. Themetertemperatureis out of range Or press Cancel to return to the More actions menu without

ingth ding.
- You have tagged this BG reading as a Control saving thereading

« TheBGreadingisless than your“Min BGfor calcs” Editing Tags
« Insulinis suspended

Within 2 hours of a blood glucose reading, you can remove or
change atag oradd one.However, you cannot alter a Control tag.

Entering Blood Glucose Readings Manually 1. Onthe Home screen, use the Up/Down Controller buttons

You can enter blood glucose readings manually into the PDM. tochoose More actions, then press Select.
Thisis particularly helpful if you use a separate blood glucose 2. Choose Assign/Edit BG tags, then press Select.
meter.
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Checking Your Blood Glucose

Use the Up/Down Controller buttons to choose areading,
then press Tag (Figure 7-34). A User Info/Supporticon (2) is
shown to the right of any reading to which you have already
assigned one or two tags.

Or press Done to return to the More actions menui.

L) 3.00p 2111
Select a recent BG:
today
2:58p 54mmoliL @
2:51p 5.3mmoliL @

| Done | Tag

Use the Up/Down Controller buttons to choose the first tag
you want, then press Select (Figure 7-35). A diamond icon
appears next to selected tags, as in“Pre-meal”in the figure. You
can select up to two tags for each BGreading.

é 3:00p 2111 ¢ 3:00p 21|
Select BG tag: No BG readings in the
+Pre-meal past 2 hours.

Post-meal

Missed bolus

Carb guess

Basal evaluation (start)
Basal evaluation (stop)
Skipped meal
Exercise {light)

oK | | Select | | OK

5. Toremove aselected tag, highlight itand press Clear. (The
soft key changes from Select to Clear when you highlight the
tag.)

6. Press OKtoreturnto the list of readings.

7. IfnoBGreadings have been entered into the PDM within the
past 2 hours, you will see the screen in Figure 7-36. Press OK to
return to the More actions menu.

Tolearn how to manage your list of tags and to add custom tags,
see”Manage the blood glucose tags list”in Chapter 6, Using the
Personal Diabetes Manager.
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Low and High Blood Glucose Readings

AR\
WARNINGS!

“LOW"or”HIGH"blood glucose readings can indicate a
potentially serious condition requiring immediate medical
attention.

If left untreated, this situation can quickly lead to diabetic
ketoacidosis (DKA), shock, coma, or death.

Low readings

If your reading is below 1.1 mmolL, the PDM displays:“LOW Treat
your low BG!"This indicates severe hypoglycemia (low blood
glucose).

Lowreading with symptoms

If you get a“LOW Treat your low BG!"reading and feel symptoms
such as weakness, sweating, nervousness, headache, or
confusion, follow your healthcare provider's recommendation to
treat hypoglycemia.

Lowreading without symptoms

If you get a“LOW Treat your low BG!"reading, but have no
symptoms of low blood glucose, then retest with a new test strip
onyourfingers. If you still get a“LOW Treat your low BG!"reading,
perform a control solution test to ensure your system is working
properly. If the system is working properly, follow your healthcare
provider’s recommendation to treat hypoglycemia.

Checking Your Blood Glucose 7

Highreadings
If your reading is above 13.8 mmol/L, the PDM displays “HIGH
Check for ketones!"This indicates severe hyperglycemia (high
blood glucose).

High reading with symptoms

If you get a“HIGH Check for ketones!”reading and feel symptoms
such as fatigue, thirst, excess urination, or blurry vision, follow
your healthcare provider’s recommendation to treat
hyperglycemia.

High reading without symptoms

If you get a”"HIGH Check for ketones!”reading, but have no
symptoms of high blood glucose, then retest with a new test strip
on your fingers. If yousstill get a“HIGH Check for ketones!”reading,
perform a control solution test to ensure your system is working
properly. If the system is working properly, follow your healthcare
provider’s recommendation to treat hyperglycemia.

nore] Youcanadd and edit tags for LOW and HIGH BG readings
' justas you would to any other reading. To add tags, see
page 93; to edit tags, see page 95.
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Important Health-Related Information

Foradditional information, consult your test strip product
information sheet.

. Cfamie) WARNINGS!

Severe dehydration and excessive water loss may cause false
low results. If you believe you are suffering from severe
dehydration, consult your healthcare providerimmediately.

Test results below 3.9 mmol/L mean low blood glucose
(hypoglycemia).

Test results greater than 13.9 mmol/L mean high blood
glucose (hyperglycemia).

If you get results below 3.9 mmol/L or above 13.9 mmol/L, but
do not have symptoms of hypoglycemia or hyperglycemia
(see Chapter 9, Living with Diabetes), repeat the test. If you
have symptoms or continue to get results that fall below
3.9mmol/L or above 13.9 mmol/L, follow the treatment
advice of your healthcare provider.

If you are experiencing symptoms that are not consistent with
your blood glucose reading and you have followed all
instructions described in this User Guide, call your healthcare
providerimmediately.

Blood circulation is different between the finger and other
test sites like the forearm, upper arm, and hand. You may see
differencesin blood glucose measurements between the
othertest sites and your finger after eating, taking insulin
medication, or exercise.

You may see changes in blood glucose in blood samples from
the finger sooner than in blood samples from the forearm
and other alternate sites. Vigorous rubbing of the alternate
test sites before lancing helps to minimize these differences.
Do not use during xylose-absorption testing.

Measurements obtained from alternate site testing should
not be used to calculate insulin doses with the OmniPod
System.

The lancing device is forindividual use only and must not be
shared. Always use a new, sterile lancet; lancets are for single
useonly.

Objects that may be soiled with blood may then transmit
pathogens. See "Cleaning and disinfecting”in the Appendix
forinstructions on how to clean or disinfect your PDM.
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Understanding Your Records

Record Keeping

Record keeping is animportant part of successful diabetes
management. The Personal Diabetes Manager (PDM) helps
simplify this task. It automatically stores records of insulin delivery
history, blood glucose readings, alarms and carbohydrates. The
PDM can store over 5,000 records or approximately 90 days'
worth of information. Once the memory is full, new information
begins to replace the oldestinformation.

A\

If the PDM batteries run out, data in the memoryis at
risk. Do NOT remove the old batteries until you have
new oneson hand.The PDM protects datain the
memory for up to 2 hours after the batteries run out
orareremoved.

Special symbolsin record screens
In the record screens, you may encounter several special symbols:

Records with a question-mark symbol next to them have
additional information available. To see this information, use
the Up/Down Controller buttons to highlight the record,
then press the User Info/Support button to view details
about thatrecord.

@ Therecord forthisitem has been”lost.

NOTE

Ifthe PDM can no longer communicate with an active
Pod, then you must activate a new Pod.The PDM may
not be able to communicate with the active Pod
because of signal interference or because you have
discarded the Pod. If you change the Pod without
getting a Status update, any“unconfirmed”records
will be”lost!If this occurs, the PDM will not display
insulin totals for any day containing“lost”records.
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8 Understanding Your Records

v Therecordfor thisitemis“unconfirmed”

vore]l  Whenyou power onthe PDM, it will request a status 2 - - 10 2m F‘j in totals: 111.:025) 2
: Insulin deliver nsulin totals. — today
update from the active Pod and then update the : y
insulin history. If the PDM does not receive a status BG history Bolus (52%)  23.90u
update from the Pod, the PDM will update history Alarm history Basal (48%)  22.30u
with“unconfirmed”records. The next time the PDM Carb history Total daily 46.20u
receives a status update, it will update these records. All history
My info
( Thisinsulin delivery item spans midnight. The date givenis
the startdate.
Insulin Delivery Records Back | | Select Back | Bolus | Basal
The PDM stores: The PDM displays a summary of today’s information,

. . including total boluses delivered, total basal amount
«  Basalrates (including any rate changes and temporary basals) de“\,ereg and total daily dose delivered (Figure 8-2). Press the

*  Bolusdoses (both normal and extended) Up/Down Controller buttons to view the summary for
+ Dates, timesand how longinsulin delivery was suspended, previous days.

and dates and times when it was resumed Wherever you see the 2 symbol, press the User Info/Support
« Total daily doses (basal plus boluses) by date button to see additional information.

3. Toreview your basal history by day, press Basal.

The display shows the basal deliveries that have occurred for
the current day, most recent first (Figure 8-3). The active basal
rate or program is indicated by a diamond icon.

View insulin delivery records

1. Onthe Home screen, use the Up/Down Controller buttons
to choose My records, then press Select.

2. ChooseInsulin delivery, then press Select (Figure 8-1).
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@ 11:00p 2411 = _ 11:00p  2/11
Basal history: | today ¢ Bolus history: | today #
+ 5:00p 1.00uhr 2:37p 2.90u 2:00e
. 2:37p 1.35u
3'?ﬂ%temp( 1o%) 1:37p 125u
QU i+ 20% 11:36a 2.65u 1:00
2:43p 1.00 Uthr 11:36a 1.40u
2:43p Pod activated

Back | Event | Bolus Back | Event | Basal

Foratemporary basal program, the display shows the %
adjustment that have been made to the default basal rate
(active or current). So, in Figure 8-3,”1.10 temp U/hr (+10%)”
means that you delivered a temporary basal of 1.10 units per
hour, which was 10% more than the default basal. (Notice that
two hours later, the basal rate returns to the default.)

Also, the“Pod activated”entry shows what time you applied a
new Pod.

Press the Up/Down Controller buttons for earlier or later
dates.

Understanding Your Records 8

Press Event to use the Up/Down Controller buttons to scroll
through the list of information on the screen. Choose a record,
then press the User Info/Support button to view details
about that record. Record details may include insulin delivery,
that was interrupted due to a Pod alarm, Pod deactivation, or
user cancellation. The screen shows the amount of the bolus
or basal that remained undelivered.

4. PressDaytoreturntodates.
. Toreview your bolus history by day, press Bolus.

Thedisplay indicates whether the bolus was normal or
extended (marked“e”in Figure 8-4). Normal and extended
boluses are displayed separately even if they were
programmed at the same time. Extended boluses are shown
with time and duration. If an extended bolusis active, a
diamond icon appears nexttoit. If a bolus was cancelled, only
the amount delivered before cancellation is shown.

vore]  Theamount shown after cancellation may be in 0.05
unit increments, even though you may have
programmed the bolus increment to be in 0.10 units.

Press the Up/Down Controller buttons for different dates.

Press Event to use the Up/Down Controller buttons to scroll
through the list of information on the screen. Press Day to
return to dates.
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8 Understanding Your Records

Blood Glucose Records

The PDM stores blood glucose records for the past 90 days. You
can choose to view individual readings, single-day trends with
individual readings, or trends for the previous 7, 14, 30,60 or
90days.

View single-day trends

1. Onthe Home screen, use the Up/Down Controller buttons
to choose My records, then press Select.

2. Choose BGhistory, then press Select.

The PDM displays the current-day trends first (Figure 8-5),
including:

+ Number of days and number of blood glucose
readings (n)

« Average blood glucose (Avg BG)

+ Lowestand highest blood glucose (Min/max)
« TheBGgoalyou have set

« Percentage of readings within the BG goal

+ Percentage of readings above the BG goal

« Percentage of readings below the BG goal.

Fy 11:00p 211

Ky 11:00p_ 2/11

1-day (h=7) today

Avg BG: 6.4mmoliL
Min/max: 4.0/9.3mmol/L

BG goal: 4.5-8 4mmoli
Within goal: 71%
Above goal: 14%
Below goal: 14%

'y
-

BG: today %

4:54p 7.5 mmoliL
3:54p 5.0 mmol/L
2:54p 5.5 mmoliL
1:54p 6.9 mmol/L
12:53p 7.0 mmol/L
11:53a 5.9 mmoliL

Back |Trends| List

Back | Event | Graph

(Figure 8-6).

vorel  LOWand HIGH readings are included in the number
] of BGreadings (n), but not in calculations or averages.

. PressListtoseeallist of the current day’s readings
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In the List view, press Event to select individual readings.
Readings with a question markicon (?) next to them have

" : : : : X ; Ay 11:00p 2411 Ry 11:00p 211
gddltlongl information available (Figure 8-7).To see this t-day (n=7) | today & 00-day (n=360)
information, use the Up/Down Controller buttons to choose _

X AvgReads/day =4
the reading.Then press the User Info/Support button to 18.0,
view details about that reading (Figure 8-8). : Avg BG: 5.9 mmoliL
: Min/max: 4.3/8.7mmoliL
1201
_ : | BG goal: 4.5-8 4mmoli
& 11:00p_2/11 A 11:00p 2/11 6.0{ < Within goal: 86%
BG: today < Z Above goal: 6%
. Below goal: 6%
: 00
7:56‘3 4.8 mmoliL 0 BGtag: 12 6a 12p 6p 12a
3:35p 5.3 mmoliL 9 +Post-meal Back | | List Back | 7-day |
11:46a 5.0 mmoliL @
7:53a 84 mmoli. 9 2. Choose BG history, then press Select.
3. Press Trends to display blood glucose data for the past 7 days.
4. Continue pressing the middle soft key to view trends for the
previous 14,30, 60 and 90 days.
Back | Day | Graph Close | 5. The PDMdisplays the same details for multiple days as for
single days, plus the average number of BG measurements
4. PressCloseto return tothe Listview. taken perday (Figure 8-10).
5. Press Graph to see agraph of the data (Figure 8-9). Forthe 7-, 14-and 30-day trends, press Graph to see a graph
of the trends (Figure 8-11). Graphs are not available for 60- or
View multiple-day trends 90-day trends. Press Stats to return to the detail view.

1. Onthe Home screen, use the Up/Down Controller buttons
to choose My records, then press Select.
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8 Understanding Your Records

& 11:00p /11 & 11:00p 2/11
30-day (h=30) Alarm history:
18.0; 2/11/08
j 3.02p Checkpod @
2oy 2/9/08
TSR S EEEE 6:00p Suspend done @
60| ___ S TN
0.0 , ‘ , ,
12a 6a 12p 6p 12a
Back | 7-day | Stats Back | |

6. PressBackto returnto the single-day trends.

Alarm Records

The PDM lists the entire alarm history for the OmniPod System.
The PDM can store over 90 days'worth of alarm records.

1. Onthe Home screen, use the Up/Down Controller buttons
to choose My records, then press Select.

Choose Alarm history, then press Select.

The PDMdisplays the date, time, and type of each alarm
(Figure 8-12).

Press the Up/Down Controller buttons to see additional
screens.

Choose an alarm record, then press User Info/Support to see
more information.

Carbohydrate Records

The PDM displays the records of carbohydrates you have entered.

1.

On the Home screen, use the Up/Down Controller buttons
to choose My records, then press Select.

Choose Carb history, then press Select.

The PDM displays the date, time and grams of carbohydrate
you have entered (Figure 8-13).

Press the Up/Down Controller buttons to see additional
days.

Press Event to use the Up/Down Controller buttons to scroll
through thelist of information on the screen. Press Day to use
the Up/Down Controller buttons for dates.
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3. Pressthe Up/Down Controller buttons to see additional
= 1:00p 2111 = 11:00p 211 days.
Carb history: today =+ All history: today * Press Event to use the Up/Down Controller buttons to scroll
through the list of information on the screen. Press Day to use
6:32p 86g 8:52a basal 0.05 u/hr the Up/Down Controller for dates.
?23(3)8 22%5 8:52a Temp stopped @
739 ap3ggg 850a bolus070u @ User Information/Support
8502 BG4.5mmollL @
8:50a carb 17 You or your healthcare provider may have entered personal
8493 basal temp contact information during your start-up visit. To view this
0.06 Urhr (+20%) information, press the User Info/Support button (to the right of
the Power button) while on the Home screen. Or follow the steps
Back | Event | Back | Event | below to view the information. You can add or change the user
information atany time.
You may want to include your name, address, phone, e-mail
AllRecords address, emergency contact and phone, doctor’s or healthcare
provider’s name and phone, prescription numbers or other
The PDM displays the combined insulin delivery, blood glucose, information.
alarm and carbohydrate records. The user information screen also displays product information for
1. Onthe Home screen, use the Up/Down Controller buttons your OmniPod System (make, model, serial number). You cannot
to choose My records, then press Select. change this information.

2. Choose All history, then press Select.

The PDMdisplays all history for the most recent date
(Figure 8-14).
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8 Understanding Your Records

.. The User Info/Supporticonis also displayed on the

TiP " suggested bolus screen. For information about the
supportinformation displayed on these screens, see
Chapter 4, Understanding and Delivering Bolus
Doses.

Add or change user information

wore]  Thefirstline of My Info displays the information that was
entered for the ID screen during your PDM setup. For

information on editing this line, see Chapter 6, Using the
Personal Diabetes Manager,“Customize the Personal
Diabetes Manager”.

1. Onthe Home screen, use the Up/Down Controller buttons
to choose My records, then press Select.

2. Choose My info, then press Select.

3. Choose an existing line or [My info] (Figure 8-15), then press
Edit.

4. Pressthe Up/Down Controller buttons to scroll through the
list of characters. An up-and-down arrow symbol (4) on the
screen indicates the character you are changing.

5. Pressthe middle soft key to move the underscore to the next
character.

Fy 11:00p 211 2 11:00p 2411
Jane Smith
[My info]
[My info]
[My info]
[My info]
[My info]
[My info]
[My info]
[My info]
Back | | Edlit Back | » | Save

Jane Smith, 555-1234

¥

6. Entereach character one atatime. Forexample, if youwantto

enter youraddress, you mightenter 5,6, 5, [space], M, a,i, n,
[space], S, t, [period]. (A blank character or space is the firstand
last option in the scrolling menu.)

Foryour healthcare provider and local phone number, you
mightenterJ,a, n, e, [space], S, m,i,t, h,[comma], [space],
5,5,5,[hyphen], 1,2, 3,4 (Figure 8-16).

. PressSave.
. Repeat steps 3-7 for each line of personal information you

want to enter or change. Twenty lines are available.
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Living with Diabetes

Your Role: Safely Using the OmniPod System

Before deciding on the OmniPod®Insulin Management
System, you and your healthcare provider discussed the
advantages and benefits of the OmniPod System, as well as
the responsibilities that come with insulin pump therapy.
Remember: safe use begins and ends with you. If you have
questions or doubts about being able to safely use the
OmniPod System at any time, consult your healthcare
providerimmediately.

Most problems are easily avoided by:

+ Learningall you can about successful diabetes management.
« Beingactively involvedinyour treatment.

+  Checking your blood glucose levels frequently.

+  Washing your hands and disinfecting infusion sites to reduce
the possibility of infection.

« Beingaware of the signs of hypoglycemia (low blood glucose),
hyperglycemia (high blood glucose), and diabetic ketoacidosis
(DKA). (See“Avoid lows, highs,and DKA"later in this chapter)

+ Keeping adiabetes emergency kit with you at all times.
(See”Prepare for Emergencies”laterin this chapter.)

- Knowing how to contact your healthcare providerin case of
anemergency.

ﬁa If you are unable to use the OmniPod Insulin
<~ | Management System according to instructions, you

may be putting your health and safety at risk. Talk with
your healthcare provider if you have questions or
concerns about using the OmniPod System.

Daily Diabetes Management Activities

To ensure proper OmniPod System operation and your
continued good health:

+  Checkyour blood glucose frequently
+ Inspect theinfusion site daily
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Checkyour blood glucose frequently

When you routinely check your blood glucose level, you can
identify and treat high or low blood glucose before it becomes a
problem (see“Avoid lows, highs, and DKA"later in this chapter).

Checkyour blood glucose (BG):

+ Atleast4to6timesaday:whenyou wake up, before every

meal, and before going to bed
+  Wheneveryou feel nauseated or sick
+ Beforedrivingacar

«  Wheneveryour blood glucose has been running unusually

high orlow
+ Ifyou suspect that your blood glucose is high or low
« Before, during, and after exercise
+ Asdirected by your healthcare provider

Inspect the infusion site daily

Atleast once a day, use the Pod’s viewing window to inspect the
infusion site. Check the site for signs of infection, such as pain,

swelling, redness, discharge or heat.

If aninfusion site shows signs of infection:
1. Immediately remove the Pod and apply a new one
atadifferent site (see Chapter 5, Using the Pod).

2. Contactyour healthcare provider.

Treat the infection according to instructions from
your healthcare provider. (Refer to Chapter 5, Using
the Pod, for how to prepare and care for assite.)

. Consider making infusion site checks a part of your

regular daily routine (like showering or brushing your
teeth). That way, it's easy to remember. Verify there is
no wetness or scent of insulin, where as may indicate
the cannula has dislodged.

If you observe blood in the cannula, check your blood
glucose more frequently to ensure insulin delivery
has not been affected. If you experience unexpected
elevated blood glucose levels, change your Pod.

108



Prepare for Emergencies

A\

Keep an emergency kit with you at all times to
quickly respond to any diabetes emergency. The kit
shouldinclude:

+ Several new, sealed Pods

« Extranew PDM batteries (at least two AAA
alkaline)

+ Avial of rapid-acting U-100 insulin (See the
warning on page x of the Introduction for
insulins approved for use in the OmniPod
System.)

+  Syringes forinjecting insulin

+ Instructions from your healthcare provider about
how muchinsulin toinjectif delivery from the
Pod s interrupted

« Blood glucose test strips
« Ketonetest strips
+ Lancingdeviceand lancets

+ Glucosetablets oranotherfast-acting source of
carbohydrate
+  Alcohol prep swabs

+ Acopy ofthe letter from your healthcare provider
for airline security (see“Minimize airport security
delays”later in this chapter)

Living with Diabetes 9

+  Phone numbers for your healthcare provider
and/or doctor in case of an emergency

Glucagon kit and written instructions for giving
aninjection if you are unconscious (see“Avoid
lows, highs, and DKA"later in this chapter)

Askyour healthcare provider to help you develop

TIP " plansfor handling emergency situations, including
what to do if you cannot reach your healthcare
provider.

Water and Your Pod

The Pod is waterproof to a depth of 7.6 meters (25 feet) forup to
60 minutes (IP28). After the Pod gets wet, rinse it off with clean
waterand dry it with a towel.

AR\

N

A\

Do NOT expose your Pod to water at depths

greater than 7.6 meters (25 feet) or for longer than

60 minutes. Check the infusion site often to make sure
the Pod and soft cannula are securely applied andin
place. If the cannulais not properly inserted,
hyperglycemia may result.

The Personal Diabetes Manager (PDM) is not

waterproof. Do NOT placeitin or near water.
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9 Living with Diabetes

Traveling and Vacationing

Plan for changing time zones

If you're planning a vacation or business trip to a different time
zone, you may need to adjust your basal rate programs. For
changes of just afew hours, basal rate adjustments are minorand
easy to calculate. For long-distance travel, however, figuring out
the correct program can be more challenging. Your healthcare
provider can help with these adjustments.

Take enough supplies

Keeping your emergency kit with you during trips or vacationsis
especially important (see“Prepare for Emergencies”on page
109). It may be difficult orimpossible to get insulin or suppliesin
an unfamiliar place. If traveling by air, be sure to pack your
suppliesinyour carry-on luggage. When packing for travel, take
more supplies than you think you'll need. Be sure toinclude:

«+ Diabetes emergency kit packed in your carry-on luggage
+  Enough Pods for your trip, plus a backup supply

+ Extranew PDM batteries

« Additional blood glucose meter

+ Insulin syringes or pensin case you need injections

« Severalvials of insulin or insulin cartridges if you use a pen

+  Glucagon kit (Make sure any person you are traveling with
knows how to give the injection.)

+  Alcohol prep swabs

«  Written prescriptions for all medications and supplies (Generic
medications may be easier to find than brand names.)

A\

When you travel outside the country or for long
periods of time, be sure to take extra Pod supplies.
Please call 1-855-POD-INFO or from outside Canada
289-247-3534to order additional supplies for your
trip.

Minimize airport security delays

With changing airport security checks and screening procedures,
you may have questions on how thisimpacts traveling with

your diabetes supplies. Below you will find more information on
prepping for travel and what you can expect when going
through security checkpoints.

Travel Preparation
+ Reviewyour local airport website for travel updates

Pack extra supplies and hypoglycemia treatments
«  Carry contact information for your physician
+ Arriveattheairport 2-3 hours prior to your flight

To ensure airport security checks run smoothly, be sure you have
the following items easily accessible:
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« Alldiabetes supplies in your carry-onluggage

+ Asigned letter from your healthcare provider explaining
you need to carry insulin suppliesand OmniPod
equipment

«  Prescriptions for all medications and supplies with original
prescription labels

Screening Procedures

Airport security offers the option of requesting a visual inspection
of your medical supplies rather than putting them through the
X-ray.This must be requested before the screening process begins.
Your medical supplies should be ready in a separate bag when you
approach the Security Officer.

In order to prevent contamination or damage to your supplies, you
should be asked at the security checkpoint to display, handle, and
repack your own supplies during the visual inspection process.
Any medication and/or associated supplies that cannot be cleared
visually must be submitted for X-ray screening.

If you're concerned or uncomfortable about going through the
walk-through metal detector, CATSA (Canadian Air Transport
Security Agency) states that you should notify the Security
Officer that you're wearing a pump. You should also advise the
Security Officer that the insulin pump cannot be removed
becauseitis inserted with a catheter (needle) under the skin.

Visit the local airport security if you have any further questions or
concerns.

Living with Diabetes 9

If the security detector goes off, tell the security screener that you
have diabetes and wear an insulin Pod (pump).

NOTE

Keep supplies accessible

Onairplanes and trains, keep these items with you, rather than
checking them:

+ Personal Diabetes Manager (PDM)
An emergency kit

Pods and PDMs can safely pass through airport
X-ray machines (see the”OmniPod System Notice
Concerning Interference”in the Appendix).

« Vials of insulin (cargo area temperatures may affectinsulin)

A copy of your healthcare provider’s letter (see”Minimize
airport security delays”)

«  Prescriptions for insulin and supplies
+ Snacks, in casefood is notavailable
Bottled water (especially on planes) to prevent dehydration

The name and phone number of a physician at your final
destination, in case of emergency.

Avoid lows, highs,and DKA

You can avoid most risks related to using the OmniPod System by
practicing proper techniques and by acting promptly at the first
sign of trouble. You can avoid potential problems by knowing the
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9 Living with Diabetes

signs of hypoglycemia (low blood glucose), hyperglycemia (high
blood glucose), and diabetic ketoacidosis (DKA). The easiest and
most reliable way to avoid these conditions is to check your
blood glucose often.

General precautions

« Keep careful records and discuss changes and adjustments
with your healthcare provider.

- Tellyour healthcare provider if you have extreme highs or
lows, or if highs or lows are occurring more often than usual.

+  Ifyouhavetechnical problems with your OmniPod Systemand
cannot resolve them, do not hesitate to call Customer Care.

Hypoglycemia (Low Blood Glucose)

Hypoglycemia can occur even when a Pod is working properly.
Never ignore the signs of low blood glucose (no matter how
mild). If left untreated, severe hypoglycemia can cause seizures or
lead to unconsciousness. If you suspect that your blood glucose
levelis low, check your BG level to confirm.

‘ﬁm Hypoglycemia unawareness s a condition in which you
<~ | donotrealize whenyourblood glucoselevelis low. If you

are prone to hypoglycemia unawareness, you may want
touse the OmniPod System’s blood glucose reminder
and checkyour blood glucose more frequently. See
“Alertsand Reminders”in Chapter 6, Using the Personal
Diabetes Manager, forhowto set the reminder.

Symptoms of hypoglycemia
Neverignore these symptoms:
+  Shakiness
« Fatigue

Unexplained sweating
+ Cold, clammy skin

Weakness

«  Blurredvision oraheadache
Sudden hunger

+ Rapid heartrate

« Confusion

Tinglinginthelips ortongue
+ Anxiety

To avoid hypoglycemia (low blood glucose)

‘ﬁm Make sure your blood glucose is at least 5.6 mmol/L
<~ | beforedriving or working with dangerous machinery

or equipment. Hypoglycemia may cause you to lose
control of a car or dangerous equipment. Also, when
you focus intently on a task, you may miss the
symptoms of hypoglycemia.
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+  Workwith your healthcare provider to establish
individualized blood glucose targets and guidelines.

+ Keepafast-acting carbohydrate with you at all times to
respond quickly to low blood glucose. Examples of fast-acting
carbs are glucose tablets, hard candies or juice.

+ Teachyourfriends, family members and colleagues to
recognize the signs of hypoglycemia, so they can help if you
develop hypoglycemia unawareness or a severe adverse
reaction.

« Keepaglucagon injection kit with your emergency supplies.
Teach friends and family members how to give a glucagon
injection in case you have severe hypoglycemia and become
unconscious.

NOTE

TIPL 57

Periodically check the expiration date of your glucagon
kit to make sure it has not expired.

Always carry medical identification (emergency
wallet card) and wear an emergency medical
necklace or bracelet such as the Medic Alert tag.
(See the end of the Appendix for address, telephone
and website information for obtaining these items.)

Again, frequent blood glucose checks are the key to avoiding
potential problems. Detecting low blood glucose early lets you
treatit before it becomes a problem.

Living with Diabetes 9

Check with your healthcare provider for guidance in any and all
areas listed above.

To treat hypoglycemia (low blood glucose)
Any time your blood glucose is low, treat immediately. Check it
every 15 minutes while you are treating, to make sure you don't

overtreat the condition and cause blood glucose levels to rise too
high.

‘ﬁm Even if you cannot check your blood glucose, do NOT
<~ | waittotreat symptoms of hypoglycemia, especially if

you are alone. Waiting to treat symptoms could lead
to severe hypoglycemia, which can quickly lead to
shock, coma or death.

1. Ifblood glucose is below 3.9 mmol/L, eat or drink 15 grams of
fast-acting carbohydrate, such as glucose tablets, juice, or
hard candy (see“Examples of fast-acting foods”below).

Do NOT use chocolate or candy bars to treat low
blood glucose. Their fat content slows down glucose
absorption.

A\

2. Checkblood glucose again after 15 minutes.
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3. Ifblood glucose remains low, eat another 15 grams of
carbohydrate. Contact your healthcare provider as needed for
guidance.

4. Repeat steps 2 and 3 until blood glucose is within the BG godl.

5. Investigate possible cause for hypoglycemia to avoid similar
problems in the future (see“Possible causes of hypoglycemia
(low blood glucose)”on the next page).

Examples of fast-acting foods
Three 5-gram glucose tablets, or four 4-gram tablets

4 ounces (118 milliliters) of apple or orange juice

6 Lifesavers™ or similar hard candy

1/2 can of regular (non-diet) soda

2 tablespoons (30 milliliters) of table sugar, honey or corn syrup

AR\
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Possible causes of hypoglycemia (low blood glucose)

Teach people you trust (like family members and
close friends) how to give a glucagon injection. You
will need to rely on them to give it to you if you have
severe hypoglycemia and become unconscious.
Include a copy of the glucagon instructionsin
youremergency kit and periodically review the
procedure with family and friends.

Incorrectbasal Confirm that correct basal program
program isactive.
Confirmthat PDM time is set
correctly.
Consult your healthcare provider
about adjusting your basal
programs or using a temporary
(temp) basal rate.
Incorrect bolus Take bolus with food.
timing Check blood glucose before giving
Bolustoo large meal bolus; if necessary, adjust

bolus.
Check bolus size and timing.

Do NOT overcorrect for post-meal
glucose levels.

Check carb intake.

Consult healthcare provider for
guidance.
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Incorrect target Consult healthcare provider about Prolongedorintense | Adjustinsulindeliveryas
bloodglucoselevels | refiningthese settingsasneeded. exercise instructed by your healthcare
; - provider.
ncorrect cop'.ec.tlon Check blood glucose before, during
factor (sensitivity d after activity and treat
factor) and afteractivity and treat as
necessary.
Incorrectinsulin-to- vore| Effects of exercise can last
carbratio (IC) ' several hours—evenafull
day—afteractivity ends.
Proneto severe Consult healthcare provider about C it health id
hypoglycemia hypoglycemia unawareness and [()) nSltJ é/'ou;‘ ca cal;e prlow er
- about raising target blood glucose aboutadjustingyourbasa
Hypoglycemia levels. programs or using a temporary
unawareness (temp) basal rate.
Unplannedphysical | Ifblood glucoseis below 5.6 mmol/L, Low carbohydrate Consume carbohydrate before
activity eata snack before activity. intake priorto activity, especially if you have not
about using atemporary (temp)
basal rate. Alcohol consumption | Checkblood glucose before going

to bed.

Consult healthcare provider for
guidance.
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Hyperglycemia (high blood glucose)
Insulin Pods use rapid-acting insulin, so you have no long-acting
insulininyour body. If an occlusion (interruption of insulin

delivery from the Pod) occurs, your blood glucose canrise rapidly.

£\ | Anocclusion may resultfrom a blockage, Pod
e Ifuncti f ing old orinactive insulin. If

< | malfunction orfrom using old orinactive insulin. |
insulin delivery is interrupted by an occlusion, check
your blood glucose level and follow the treatment
guidelines established by your healthcare provider.
Hyperglycemia could result if appropriate actions

are not taken.

Symptoms of hyperglycemia (high blood glucose)
- Fatigue

+ Frequenturination, especially during the night

« Unusual thirst orhunger

«  Unexplained weightloss

+  Blurredvision

« Slow healing of cuts or sores

ﬁ Hyperglycemia symptoms can be confusing.
Always check your blood glucose before you

treat for hyperglycemia.

To avoid hyperglycemia (high blood glucose)

Check your blood glucose at least 4-6 times a day (when you
wake up, before each meal, and before going to bed). In addition,
always checkit:

+ Ifyoufeel nauseated or sick
+ Beforedrivingacar

Whenever your blood glucose has been running unusually
high orlow

« Ifyoususpect that your blood glucose is high or low
Before, during and after exercise
« Asdirected by your healthcare provider

To treat hyperglycemia (high blood glucose)

Always check your blood glucose levels frequently while treating
hyperglycemia.You don't want to over-treat the condition and
cause your BGlevel to drop toofar.

1. Checkyour blood glucose level. The result will help you to find
out how muchinsulinis needed to return your blood glucose
totheBGgoal.

2. Ifyourblood glucoseis 13.9 mmol/L or above, check for
ketones. If ketones are present, follow your healthcare
provider’s guidelines.

3. Ifketonesare not present, take a correction bolus as
prescribed by your healthcare provider.
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4. Checkblood glucose again after 2 hours.

. Ifblood glucose levels have not decreased, take a second
bolus by injection, using a sterile syringe. Ask your healthcare
provider whether toinject the same amount of insulinasin
step 3.

. Ifyou feel nauseated at any point, check for ketones and call
your healthcare providerimmediately (see“Diabetic
ketoacidosis (DKA)"later in this chapter).

. Ifblood glucose remains high after another 2 hours (a total of
4 hours), replace the Pod. Use a new vial of insulin to fill the
new Pod.Then:

+ Contactyour healthcare provider for guidance.

«  Drink eight ounces of water every 30 minutes until blood
glucoseis within BG goal.

Living with Diabetes 9

Possible causes of hyperglycemia (high blood glucose)

ﬁa If you need emergency attention, ask a friend or
.~ | familymember to take you to the emergency

room or callan ambulance. Do NOT drive yourself.

. Investigate possible cause for hyperglycemia to avoid similar
problems in the future (see“Possible causes of hyperglycemia
(high blood glucose)”.

Expiredinsulin Deactivate and remove used Pod.
- Apply anew Pod filled from a new

Insulin exposed vial of insulin.

toextreme

temperatures

Infusion sitein or Deactivate and remove used Pod.

near ascarormole Applyanew Pod in a different
location.

Infected infusionsite | Deactivate and remove used Pod.
Applyanew Pod in a different
location and consult your
healthcare provider.

Dislodged cannula Deactivate and remove used Pod.

Apply anew Pod in a different
location.
note| Avoid sites near a waistband,
belt, or other areas where
friction may dislodge the
cannula.
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Empty Pod

Deactivate and remove used Pod.

Applyanew Podin a different
location.

Incorrectbasal
program

Confirm that correct basal program
isactive.

Confirm that PDM time is set
correctly.

Consultyour healthcare provider
about adjusting your basal
programs or using a temporary
(temp) basal rate.

High-protein or
high-fat meal

Calculate protein/fatintakeand
account foritin your bolus timing
and bolus type.

Consult healthcare provider about
using the extended bolus option.

Incorrect bolus
timing

Bolus too small

Check carb intake.
Take bolus with food.

Check blood glucose before giving
meal bolus; if necessary, adjust
bolus.

Consult healthcare provider for
guidance.

Less activity than Consult your healthcare provider

normal about adjusting your basal
programs or using a temporary
(temp) basal rate.

Blood glucosevalue | Do NOT exercise when ketones are

greaterthan present. (Blood glucose increases

13.9mmol/L (with with exercise when ketones are

ketones present) present.)

before exercise Consult healthcare provider for
guidance.

Infection or illness See"Sick days”later in this chapter.

Medication change Consult your healthcare provider

about sick day guidelines and about
medication changes.
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Weight loss or gain Consult your healthcare provider for
guidance.

Menstrual cycle

Pregnancy

nore] Checkwith your healthcare provider for guidance on any
' of the causes or suggested actions above.

Diabeticketoacidosis (DKA)

Insulin Pods use rapid-acting insulin, so you have no long-acting
insulininyour body. Ifinsulin delivery from the Pod is interrupted
(an occlusion), your blood glucose canrise rapidly and lead to
diabetic ketoacidosis (DKA). DKA is a serious—but totally
preventable—emergency that can occur if you ignore high
blood glucose levels.

AR\
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If left untreated, DKA can cause breathing difficulties,
shock, coma, and eventually death.

Symptoms of DKA
« Nauseaand vomiting

+  Abdominal pain
« Dehydration

Living with Diabetes

Fruity-smelling breath
« Dryskinortongue
Drowsiness
+ Rapid pulse
+ Labored breathing

The symptoms of DKA are much like those of the flu. Before
assuming you have the flu, check your blood glucose and check
for ketones to rule out DKA.

To avoid DKA

The easiest and most reliable way to avoid DKA is by checking
your blood glucose at least 4-6 times a day. Routine checks
allow you to identify and treat high blood glucose before DKA
develops.

Totreat DKA

+  Onceyou have begun treatment for high blood glucose,
checkfor ketones. Check for ketones any time your blood
glucoseis 13.9 mmol/L orabove.

- Ifketones are negative or trace, continue treating for high
blood glucose.

+ Ifketonesare present,and you are feeling nauseated orll,
immediately call your healthcare provider for guidance.

If ketones are positive, but you are not feeling nauseated orill,
replace the Pod, using a new vial of insulin.
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« Checkblood glucose again after 2 hours. If blood glucose
level has not declined, immediately call your healthcare
provider for guidance.

£ | Ifyouneed emergency attention, aska friend or

(waRNING ]

—~ | familymember to take you to the emergency
room or callan ambulance. Do NOT drive yourself.

Handling Special Situations

Sick days

Any physical stress can cause your blood glucose torise, and
illness is a physical stress. Your healthcare provider can help you
make a plan for sick days. The following are only general
guidelines.

Whenyou areill, check your blood glucose more often (at least
once every 2 hours) to avoid DKA. The symptoms of DKA are
much like those of the flu. Before assuming you have the flu,
checkyour blood glucose to rule out DKA (see“Diabetic
ketoacidosis (DKA)"earlier in this chapter).

To handlesick days
+ Treatthe underlying illness to promote faster recovery.

« Eatasnormallyasyou can.

+ Adjustbolus doses, if necessary, to match changes in meals
and snacks.

Always continue your basal insulin, even if you are unable to
eat. Contactyour healthcare provider for suggested basal rate
adjustments during sick days.

Check your blood glucose every 2 hours and keep careful
records of results.

Check for ketones when blood glucose is 13.9 mmol/L or
higher.

Follow your healthcare provider’s guidelines for taking
additional insulin on sick days.

Drink plenty of noncaffeinated fluids to prevent dehydration.
nore|  Ifyouare well enough to eat, drink sugar-free
' beverages. However, if you are too sick to eat solid
foods, alternate between sugar-free beverages and
those containing sugar.

Callyour healthcare providerimmediately if you have:
Persistent nausea
+ Vomiting for more than 2 hours

+ High blood glucose or ketones that stay high even though
you take extrainsulin

Low blood glucose with nausea and vomiting
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Exercising, playing sports, or working hard
Checkyour blood glucose levels before, during and after
exercising, playing sports, or doing unusually hard physical labor.

The Pod's adhesive keeps it securely in place for up to 3 days.
However, if necessary, several products are available to enhance
adhesion. Ask your healthcare provider about these products.

Avoid getting body lotion, creams, or oils near the infusion site;
these products may loosen the adhesive.

For some contact sports, you may want to remove the Pod.

Be sure to check your blood glucose levels before removing the
Pod and after applying a new one. Pods are designed for
one-time use. Do not attempt to reapply a used Pod.

If possible, avoid wasting Pods by planning
removal times that coincide with a scheduled
Pod replacement.

8

If you will need to remove the Pod for more than 1 hour, ask your
healthcare provider to recommend appropriate guidelines.
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X-rays, MRIs, and CT scans
mAmB The Pod and PDM may be affected by strong
__/ | radiation or magneticfields. Before having an X-ray,

MRI, or CT scan (or any similar test or procedure),
remove your Pod and put itand the PDM outside the
treatment area. Check with your healthcare provider
on Pod removal guidelines.

note] ThePodand PDM can tolerate common electromagnetic
' and electrostatic fields, including airport security and
cellular phones.

Surgery or hospitalization

For scheduled surgeries or hospitalization, you should tell the
doctor/surgeon or hospital staff about your insulin Pod. It may be
necessary to remove it for certain procedures or treatments.
Remember to replace the basal insulin that was missed while the
Pod was removed. Your healthcare provider can help you prepare
for these situations.

Always carry medical identification and wear an
emergency medical necklace or bracelet such as the
Medic Alert tag.

TIPL 57
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Alerts and Alarms

Safety Checks

The OmniPod System has a very important safety feature: It can
checkits own functions and let you know when something
needs attention.When you turn on the Personal Diabetes
Manager (PDM), the System automatically performs a series of
safety checks. (Refer to page 55 for detailed instructions. The ID
screen must be confirmed before you can check Pod status.) To
make you aware of a serious or potentially serious condition, the
System sounds an alarm and displays an on-screen message. The
message has instructions for taking care of the alarm condition.
Alarm conditions are easy to handle. They are not a problem if
you attend to them promptly.

Blood Glucose Meter Alerts

These alerts let you know about an error in the blood glucose
meter, test strip, sample, or results. The PDM beeps and displays
an error message number, asin Figure 10-1.

£\ | Ifyouarehaving symptoms thatare not consistent
m with your blood glucose test and you have followed
allinstructions described in this User Guide, call your
healthcare professional.
Ay 300p 211

Meter Error 1

See user manual for
further instructions.

Status |
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10 Alertsand Alarms

The following table explains what the message could mean and what you should do.

Alert errormessage ‘ Possible causes ‘ Action

1.

Meter Error 1

See user manual for
further instructions.

Meter Error 2

See user manual for
further instructions.

Blood sampleis too small.
Problem with the test strip.
Problem with the meter.

Very low blood glucose: less
than 1.1 mmol/L.

Problem with the test strip.
Problem with the meter.

Very high blood glucose:
above 27.8 mmol/L.

HIGH control solution
applied when temperature
istoo cold. (This applies
only to control solution
labeled HIGH.)

If you have symptomes, such as weakness, sweating, nervousness,
headache or confusion, follow the recommendations of your
healthcare providerfor treating hypoglycemia.

Conducta control solution test using a new test strip. If the results of
the control solution test are within the range printed on the side of
the test strip vial, retest using blood and a new test strip.

If the control solution test does not work, or the error persists, call
Customer Care.

. Ifyou have symptomes, such as thirst, fatigue, excess urination or

blurry vision, follow the recommendations of your healthcare
provider for treating hyperglycemia.

Conducta control solution test using a new test strip. If the results of
the control solution test are within the range printed on the side of
the test strip vial, retest using blood and a new test strip.

If the control solution test does not work or the error persists, call
Customer Care.

124



Alerts and Alarms 10

Alerterror message ‘ Possible causes ‘ Action

Meter Error 3

See user manual for
further instructions.

Meter Error 4

See user manual for
furtherinstructions.

Meter Error 6

See user manual for
furtherinstructions.

Incorrect test procedure.
Forexample, putting blood
onthetest strip before
inserting the test stripinto
the meter or applying
blood before the Blood
Drop andTest Strip symbols
display.

Problem with the test strip.
Problem with the meter.

Problem with the test strip.
Problem with the meter.

Blood sample was applied
while the code number was
being changed.

1.

Be sure you see the Blood Drop and Test Strip symbols on the display
screen before you apply blood or control solution.

Conducta control solution test using a new test strip. If the results of
the control solution test are within the range printed on the side of
the test strip vial, retest using blood and a new test strip.

If the control solution test does not work or the error persists, call
Customer Care.

. Conductacontrol solution test using a new test strip. If the results of

the control solution test are within the range printed on the side of
the test strip vial, retest using blood and a new test strip.

If the control solution test does not work or the error persists, call
Customer Care.

. Retest using a new test strip. Do not press any buttons or Soft Keys

while applying blood or control solution to the test strip.
If the error persists, call Customer Care.
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10 Alertsand Alarms

Alarms

The OmniPod System provides alarms to make you aware of
serious or potentially serious conditions. When a condition
occurs that requires your attention an Advisory Alarm or a Hazard
Alarm will sound. Advisory alarms beep intermittently and
inform you about a condition that requires your attention. Hazard
alarms are continuous tones and occur when either the Pod or
PDM isinaserious condition. During an alarm the PDM will
display an on-screen message with instructions for taking care of
the alarm condition. Be sure to respond to all alarms when they
occur.

Details on how to handle an Advisory or a Hazard Alarm are
below:

£\ | Manyalarms (such as Auto-off) will escalate and
CWARNING ] iti - . o
__/  resultindeactivation of the active Pod if ignored.
Be sure to respond to all alarms when they occur.
Advisory Alarms

Advisory alarms tell you about a condition that requires your
attention. Each advisory alarm beeps intermittently. When you
hearan advisory alarm, first turn on the PDM to display the
Status screen.The PDM communicates with the Pod, if
necessary, and the screen displays a message describing the
alarm and how toresolveit. All advisory alarms are time sensitive
and require a response. Some advisory alarms escalate to hazard

alarmsif you do not respond within a certain time period (as
noted in the following table).

Some advisory alarms are controlled by levels you setin the
Settings screen. One example is the level at which the Low
reservoirvolume alarm sounds.

Hazard Alarms

Hazard alarms occur either when the Pod is in a very serious
condition or something is wrong with the PDM. Hazard alarms
are continuous tones and each has an on-screen message. Follow
the instructions in the message to fix the alarm situation. For
details, see the following table.

AR\

N

When a hazard alarm occursin the Pod, all insulin
delivery stops. Failing to address the situation could
resultin hyperglycemia. If you had a temp basal or
extended bolus running when the hazard occurred,
the PDM will remind you of this.

Due to the serious nature of hazard alarms, you must
act promptly to resolve them.

1. Acknowledge the alarm condition by pressing
OK, which silences the alarm.

2. Deactivate and remove the active Pod (see
Chapter 5, Using the Pod).

3. Activateand apply a new Pod (see Chapter 5,
Using the Pod).

126



Alerts and Alarms 10

/2 | Ifyou everneedto return the PDM for repair or .. Usethe form at the end of this User Guide to write

@ replacement, contact your healthcare provider for TIPL>""  downallyour settingsfrom the Setup Wizard. Ifyou
instructions on going back to treatment by ever need to reset your PDM, having these settings
injections. handy will make setup very easy.

Alarm ‘ Type ‘ Source ‘ Beep Pattern ‘ Action

End of insulin suspend. Advisory | Pod 2 sets of beeps every minute for Press OK to resume insulin delivery at

Press OKtoresumebasal | Alarm and 3minutes. programmed basal rate.

rate delivery. PDM Repeats every 15 minutes until Insulin delivery will not resume

insulin delivery is resumed. \__~ | untilyou press OK.Ifyoudo

not press OK to resumeinsulin
delivery, you could develop

hyperglycemia (high blood
glucose).
Auto-off alert Advisory | Pod 2 sets of beeps every minute for Press OKto acknowledge.
Alarm EB?\A 15 minutes. ‘ﬁm The Auto-off alert will escalate
Escalates to Auto-offhazard alarm \__~ toahazardalarmifignored
if not acknowledged within and will resultinthe
15 minutes. deactivation of your active

Pod.Be sure to respond to the
alert whenitoccurs.
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10 Alertsand Alarms

Alarm ‘ Type ‘ Source ‘ Beep Pattern ‘ Action
Auto-off. Hazard Pod Continuous tone. Pod has been deactivated. Insulin
Remove Pod now. Alarm and delivery has stopped. Press OK to
PDM acknowledge.

Change Pod.

Checkblood glucose.
Low reservoir. Advisory | Pod 2 sets of beeps every minute for Press OK to acknowledge.
Replace Pod soon. Alarm grl:\)c,ivl 3minutes. The Lowreservoir alert will
(Thisis based on the Repeats every 60 minutes until \__~ | escalatetoan Emptyreservoir
volume level you acknowledged. hazard alarm wheninsulinis
selected.) depleted. Be sure to respond

Escalates to Empty reservoir

hazard alarm when empty,. tothealertwhenitfirst occurs.

Empty reservoir. Hazard Pod Continuous tone. This alarm occurs when the Pod’s
Insulin delivery stopped. Alarm and reservoir is out of insulin. Press OK to
PDM acknowledge.
Change Pod now.
Change Pod.
Checkblood glucose.
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Alarm

Pod expiration advisory.
Change Pod now.

Pod expired.
Insulin delivery stopped.
Change Pod now.

Stuck key detected.

Check Home button to
resolve.

Fortechnical support refer
toyour User Guide.

‘ Type

Advisory
Alarm

Hazard
Alarm

Advisory
Alarm

‘ Source ‘ Beep Pattern

Pod
and
PDM

Pod
and
PDM

PDM

2 sets of beeps repeat periodically.

Repeats every 15 minutes during
the last hour of the Pod’s lifeand is
independent of the Expiration
notification that you can set. (See
Chapter 6“Using the Personal
Diabetes Manager”).

Escalates to Pod expired hazard
alarm.

Continuoustone.

2 sets of beeps every 5 minutes.

Alerts and Alarms 10

‘ Action

Press OK to acknowledge.

Change Pod. (See Chapter 5, Using the
Pod.)

This alarm occurs when the Pod has
reached the end of its operating life.
Press OK to acknowledge.

Change Pod.
Checkblood glucose.

Checkthe key described on the screen.
(Inthis example, the stuck key is the
Home button.) Press the key to
unstickit.

If this does not work, call Customer Care.
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10 Alertsand Alarms

Alarm ‘ Type ‘ Source ‘ Beep Pattern ‘ Action
Occlusion detected. Hazard Pod Continuous tone. Press OK to acknowledge.
Insulin delivery stopped. | Alarm grl])(lj\/l Change Pod.
Change Pod now. Checkblood glucose.
Pod Error. Hazard Pod Continuous tone. This alarm occurs when the Pod detects
Insulin delivery stopped. Alarm an unexpected error. Press OK to
acknowledge.
Change pod now.
Change Pod.
Checkblood glucose.
PDM Error. Hazard PDM Continuous tone. This alarm occurs if an unexpected error
Remove Pod now. Alarm is detected in the PDM. Press OK to
For customer support, acknowledge.
refer to your User Guide. Remove Pod.

Call Customer Careimmediately.

Checkblood glucose.
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Alarm

PDM Error.
Memory corruption.

Press“OK"to reset PDM
and deleteall user
settings. History records
will not be deleted.

System Error.
Remove pod now.

For customer support,
refer to your User Guide.

PDM Error.
Press OK to reset clock.

‘ Type

Hazard
Alarm

Hazard
Alarm

Hazard
Alarm

‘ Source ‘ Beep Pattern

PDM

Pod
or
PDM

PDM

Continuous tone.

Continuous tone.

Continuoustone.

Alerts and Alarms 10

‘ Action

This alarm occurs after the PDM is reset
and a memory corruption error occurs.
Press OK to acknowledge.

Change Pod.
Checkblood glucose.
This alarm occurs if an unexpected error

is detected in the Pod or PDM. Press OK
toacknowledge.

Remove Pod.
Call Customer Careimmediately.

Check blood glucose.

This alarm occurs after the PDMis reset,
indicating that the time and date must
be reset. Press OK to acknowledge.

Reset clock.

Checkblood glucose.
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10 Alertsand Alarms

Alarm ‘ Type ‘ Source ‘ Beep Pattern

Pod deactivation required. ' Hazard PDM Continuous tone.
Press“Ok”to deactivate. Alarm

‘ Action

This alarm occurs aftera PDM error
occurs that requires the user to reset the
date and time. Press OK to
acknowledge.

Change Pod.
Checkblood glucose.

Manual Shut-off of aHazard Alarm 4. HardReset portis located in the PDM's battery compartment

If you respond to a hazard alarm but the PDM cannot
communicate with the Pod to acknowledge or shut off the alarm,
you can shut off the alarm manually.

1. Remove the Pod from your body if you have not already
doneso.

2. Presstheend of a paper clip or similar item straight down into
the manual alarm shut-off port (Figure 10-2) on the bottom of
the Pod.The port can be found by peeling back the adhesive
pad from the bottom of the Pod at the square end. The alarm
shut-off port s to the right of the fill port.

3. Pressthe paper clip straight down into the manual alarm shut
off port until the alarm stops and can no longer be heard.
Then discard the Pod according to local waste disposal
regulations.

(Figure 10-3).The“Hard Reset”allows the user to reset the
PDM (i.e.if the screen locks up and goesinto an alarm). The
users PDM settings are not lost.

Manual
alarm

shut-off,
port

Fill
port
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Communication Failures

The Communication Process

When you turn on or use the Personal Diabetes Manager (PDM), it
establishes communication with the active Pod. Usually,
communication occurs quickly. Occasionally, communication takes
longerand the PDM displays the communication icon during that
timein the upper left-hand corner of the current screen.

However, if communication does not work, the PDM will walk
you through the necessary steps to re-establish communication.

Communication can fail if the PDMiis:

+ Toofarfrom the Pod—The PDM and Pod should be side by
side while priming during activation.

+ Interrupted by outside interference—See the“OmniPod
System Notice Concerning Interference”in the Appendix.

NOTE

As a safety feature, the communication distance
be-tween the Pod and PDM is reduced during
activation. Once a Podis primed and communicates
with the PDM, the full communication range is
restored and the Pod can receive commands only
fromthat PDM.
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11 Communication Failures

Failure During Pod Activation or Operation

Whenyou send aninstruction from the PDM—such as Start to
begin bolus delivery or Enable to begin using a different basal
program—the Pod usually responds quickly. However, if the
PDM cannot send your instruction within a few seconds, it
displays the“Communication error”screen (Figure 11-1).

1. Move the PDM closer to the Pod. The PDM will try to
communicate with the Pod again. If communication still fails,
you will see the message in Figure 11-2.

Fa 300p 211 a 300p 211
Communication error.

Communication error.

Move to a new area and
((([‘]))) then press "Retry."

Move PDM close to pod.

| Retry

2. Move across the room or to a different room. Then press
Retry.

a. Ifyou press Retry within 2 minutes, the PDM tries to
communicate with the Pod again. If it cannot
communicate, it displays the same screen asin
Figure 11-2, then finally the“Communication time-out”
screen (Figure 11-3). Press OK to check the Pod status.

fa) 300p 2111 Ja 3:00p 2111
Communication Communication
timeout. timeout.

Press "Ok" to check pod Press "Ok " to check pod
status. status or press "Discard"

to deactivate pod.

| | OK | Discard| OK

b. Ifthe status checkfails, you will see the screenin
Figure 11-4.Press OK to try checking Pod status again or
press Discard to begin the deactivation process.
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3. Ifatany pointin this process the PDM can communicate again
with the Pod, you will see either:

a. Figure 11-5,indicating that your original instruction or
command was successfully sent to the Pod. When you

press OK, or within 5 seconds, the System displays the next

screen in the command sequence you were entering.
b. Figure 11-6,indicating that your last command was not

sent to the Pod. Press OK.

If you were activating a Pod, the System returns to the
previous screen where you can continue activation. If you
were issuing any other command, the System returns to
the Status screen, where you can reissue the command.

Ja 300p 2111

A 300p 2111

Communication
successful.

Communication error.

Last bolus command not
received.

Refer to settings or
history screens to
review last action.

OK

Communication Failures 11

Failure During Pod Deactivation

Toreview the deactivation process, see“Deactivate the current
Pod"in Chapter 5, Using the Pod.

If you press Confirm to deactivate the active Pod and the PDM

cannot send your instruction to the Pod, you will see the screenin
Figure 11-7.

L3 3:.00p_2/11
Communication error.
Remove pod.

To retry deactivation,
press "Retry."
Otherwise, press
"Discard."

Retry | | Discard

Either:

1. PressRetryto try deactivating the Pod again. If the PDM still
cannot send the instruction, you will see Figure 11-7 again.
Follow step 2.

135



11 Communication Failures

2. PressDiscard.The PDM will consider the Pod lost and ask Failure During Request for Status
whether you want to activate a new Pod.

If you turn on the PDM or press Status and the PDM cannot

vore|  Ifyou have an unconfirmed correction bolus whenyou communicate with the Pod, it displays acommunication icon
discard a Pod, then the bolus calculator will be (Figure 11-9). Below the icon is a soft key labeled Skip.
temporarily disabled. In this situation, the bolus calculator Either:
is dis-abled until the duration-of-insulin-action period o )
passes (Figure 11-8). If you have any questions, call 1. Wait until you see the“Pod status not available”screen
Customer Care. (Figure 11-10).
i 300p 211 A= @ 300p 211
o 300p_2/11 LastBG  10.8mmoli
Due to a recent clock 2:20p today
reset or unconfirmed Last bolus 1.30u
bolus information, bolus (((( . 3))) 2:30p today
calculations cannot be A IOB 120U
used until 6:59. Pod status not available.
Last status: today 2:50p
Podexp 1:12p 2/14
| skip | Status | Home
oK
Or:

2. Press Skip to skip the communication processand
immediately bring up Figure 11-10.
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Figure 11-11 instead.

Communication Failures 11

Failure During Bolus Cancellation

@ If the Pod has expired, you will see the screenin

A = @ 300p 2411

Last BG 10.8 mmoliL
2:20p today

Last bolus 1.30u
2:30p today

IOB 1.20u

Pod status not available.

Last status: today 2:50p

Pod exp: change pod

Status | Home

At either"Pod status not available”screen, press Home to return
to the Home screen or press Status to send another status
request.

When you instruct the PDM to cancel a bolus, if the PDM cannot
send your instruction to the Pod within a few seconds, it displays
the”Communication error”screen (Figure 11-12).

fa¥ 300p 2111

T

3:00p 2111

Communication error.

()

Move PDM close to pod.

Communication error.
Bolus status unknown.
Move to a new area and
then press "Retry," or
press “Discard” to
deactivate pod.

| Discard| Retry

communicate with the Pod again.

. Movethe PDM close to the Pod. The PDM tries to

. Ifthe PDM still cannot communicate with the Pod, you will see

the“Bolus status unknown”message (Figure 11-13).
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11 Communication Failures

£\ | IfyourPDMis damaged or not working as
(WARNING ] :
% expecteﬂ, cakII Custglme(rj C:_-I1 refor afssmtancT. Be A 00p 2011 A 300p 2011
sure to checkyourblood glucose frequently. Communication Communication
Remove your Pod and contact your healthcare :
. S timeout. successful.
provider for treatment guidelines to follow after
youremoveit. Bolus status unknown.
Press "Ok" to check pod
3. Moveacross the room or to a different room. Then either: status or press "Discard"

. . o to deactivate pod.
a. PressDiscard to begin the deactivation process. P

b. PressRetry to repeat the attempts to communicate with
the Pod.The PDM tries to communicate with the Pod
again.If it cannot communicate, it displays the same
screen asin Figure 11-13, then finally a second“Bolus
status unknown”screen (Figure 11-14). Press OK to check
the Pod status or press Discard to begin the deactivation
process. ! 300p 211

4. Ifatany pointin this process the PDM can communicate again Bolus canceled.
with the Pod, you will see Figure 11-15.The message indicates 0.75u delivered.
thatyour original instruction to cancel the bolus was
successful.

a. Press OK.The PDMdisplays the screenin Figure 11-16,
showing how much insulin was delivered before the bolus
was canceled.

b. Press OKagain toreturn to the Status screen.

|Discard| OK | OK
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Appendix

The OmniPode Insulin Management System has no user-serviceable parts. If you require assistance operating or maintaining

the System, please call Customer Care.

Pod Care and Maintenance Personal Diabetes Manager Care and Maintenance

Storage Storage

Store unopened Pods in a cool, dry place. Extreme heat or cold When you are not actively using the Personal Diabetes Manager

can damage Pods and cause them to malfunction. If Pods are (PDM) to enter or change programs, you can storeitina

exposed to extreme temperatures, inspect them carefully before convenient, nearby location. The storage location should be cool

use. Pods are sterile unless packaging is opened or damaged. anddry.

Do notapply or use a Pod if its sterile packaging is opened or

damaged. ﬁ Do not store or leave the PDM where it may be
exposed to extreme temperatures, such asinside a

Cleaning car. Extreme heat or cold can cause the device to

Pods are waterproof. If you need to clean a Pod, you can gently malfunction.

wash it with a clean, damp cloth. Or you can use mild soap and

water. However, do not use strong detergents or solvents. They Ifthe PDM s not safe from children or others who may press the

candamage the Pod's casing or irritate the infusion site. buttons by accident, consider using the optional PDM lock

safety feature to prevent accidental program changes (see
ﬁ Hold the Pod securely and take care while cleaning it, Chapter 6,"Using the Personal Diabetes Manager”).

so the cannula doesn't kink and the Pod doesn't

become detached from your skin.
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Cleaning and disinfecting
Cleaning is to keep free from dirt, stains, orimpurities; unsoiled.

Disinfecting is the process of destroying pathogenic organisms
orrendering theminert.

Keep your PDM test strip portand USB port free of debris and
liquids. Dirt, dust, blood, and control solution canimpair the
functionality of your PDM or damageit.

If the battery compartment becomes soiled, gently shake out the

debris or use adry, lint-free cloth to removeit.

ﬁ Do NOT use IV Prep wipes, alcohol wipes, soap,

detergent, or solvents. Never put any liquid into the
battery compartment.The PDM is NOT waterproof.
Do NOTimmerse it or placeitin or near water.

If the meter is being operated by a second person who is
providing testing assistance to the user, the meter should be
disinfected prior to use by the second person.

Users should wash hands thoroughly with soap and water after
handling the meter, lancing device, or test strips.

Use the guidelines below to clean or disinfect your PDM:

The PDM should be cleaned and disinfected at least once a week.
In addition to cleaning and disinfecting once per week the device
can withstand additional cleaning steps of up to 2 times per week
overthe 5year use life.

1. Besureto turn off your PDM before cleaning or disinfecting.

2. Toclean and disinfect the outside surfaces of the PDM
housing, use Dispatch® Hospital Cleaner Disinfectant Towels
with Bleach (EPA Reg.No. 56392-8) (available online through
major retailers).

3. Followingtheinstructions on the label of the Dispatch®
Hospital Cleaner Disinfectant Towels with Bleach (EPA Reg.
No.56392-8), wipe the outside surfaces of your PDM. Treated
surfaces must remain wet fora full (1) minute.

vorel  While cleaning, do NOT allow debris or liquid to getinto
the test strip port, USB port, battery compartment, or

buttons (see Figure A-1).

4. Letyour PDMairdry completely before checking your BG
next.We recommend you perform a control solution test to
ensure the System functions properly. See "Performing a
Control SolutionTest"in Chapter 7, Checking Your Blood
Glucose.

5. Ifyou seeany signs of deterioration of the PDM (j.e. cracking
separation, discolorations) stop using the device and contact
customer care.
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AAA alkaline batteries are the preferred battery to
power the PDM. Do not use any other type of
batteries. Never use old or used batteries; the PDM
may not work properly. Using any kind of batteries
otherthan alkaline may reduce battery life and cause
IR Port damage to the PDM.

// USB Port

1855 POD INFO (1 855 763 4636). When outside of Canada,

6. Ifyourequire assistance, please call Customer Care at f
please call 289-247-3534.

Onaverage, a pair of batteries powers the PDM for 3 weeks. The
battery life indicator on the PDM shows the battery power level.
See"Personal Diabetes Manager Icons”later in this Appendix for
the various battery power levels and their respective icons.

Battery The PDM automatically alerts you when its battery power gets
CRompart'STTs”t low (see Figure A-2). When you see the”Low PDM battery”alert,
(Reverse Side) press OK to turn off the alert. Replace the batteries as soon as you
can.

Test Strip Port BG)—

Replacing Batteries

The PDM uses two (2) AAA alkaline batteries. You can purchase
them at any grocery, hardware or convenience store.
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a 3:00p 211
Low PDM batteries.

Change batteries soon.

vore]l  Whenyour PDM alerts you that battery power is getting
low, the PDM will maximize remaining battery life by:

« Turning off your vibration alert (if set)
« Disabling bright mode
« Disabling the test strip port light

Once the batteries are replaced, these functions resume.

A\

If the batteries run out, data in the memory is at risk.
DO NOT remove the old batteries until you have new
ones at hand.The PDM protects data in the memory
for up to 2 hours after the batteries run out orare
removed.

Toreplace batteries

1.

3.

Open the battery compartment on the back of the PDM by
pushing the compartment latch inward and then upward
(Figure A-3).No special tools are necessary.

Insert 2 new AAA alkaline batteries into the compartment.

NOTE

Replace the battery door.

The diagram inside the compartment shows you
which direction to insert the batteries.

4. Turnthe PDM face up.The PDM powers on automatically.

The PDMis now ready to use. Dispose of the old batteries in
accordance with local waste disposal regulations.
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If the PDM becomes submerged in water

The PDM is not waterproof. Do not place itin water or leave it near
water where it can accidentally fall in. If it becomes submerged in
water:

1. Drythe outside of the PDM with a clean, lint-free cloth.

2. Openthe battery compartment; remove the batteriesand
discard them.

3. Useaclean, lint-free cloth to gently absorb any water in the
battery compartment.

4. Leavethe battery compartment dooropen untilthe PDMis
thoroughly dry.

A\

5. Do notputinfresh batteries or attempt to use the PDM until it
has thoroughly air-dried.

Never use a blow dryer or hot air to dry the Pod or
PDM. Extreme heat can damage the electronics.

If youdrop the PDM

The PDM is built to withstand reasonable amounts of abuse, but
shock or a severeimpact can damageit. If you drop the PDM or if
it is otherwise subjected to severe impact:

1. Inspect the outside of the PDM for visible signs of damage.

2. Pressand hold the Power button to see whether the PDM
turns on and whether the LCD screenis damaged.

Appendix

3. Inspect theinside of the battery compartment for visible
signs of damage.

4. DoNOT use the PDMifit appears damaged or is not working
asitshould.

If you are unable to use your PDM to check your BG, have a back
up meter on hand to check your BG.

/\ | IfyourPDMisdamaged or not workingasit should,
@ please call Customer Care for assistance. Be sure to

check your blood glucose frequently. Remove your
Pod and contact your healthcare provider for
treatment guidelines to follow after you removeit.

If you require assistance, please call Customer Care.
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Storage and Supplies

‘ﬁm Store all OmniPod System products and supplies
<~ | (includingunopened Pods)inacool,dry place.
Products or supplies that have been exposed to

extreme temperatures may not function properly.

£\ | |tisespeciallyimportantto store yourinsulinina
<~ | Well-controlled environment.Inspectinsulin before

Insulin thatis cloudy or discolored may be old,
contaminated or inactive. Check theinsulin
manufacturer’sinstructions for use and expiration date.

using it; never use insulin that looks cloudy or discolored.

To order all OmniPod System products and supplies,
call Customer Care.

Ordering Supplies

You can order all OmniPod System products by contacting
Customer Careat 1855 POD INFO (1855 763 4636).
When outside of Canada, please call 289-247-3534.

Suggested Bolus Calculator Examples and
Guidelines

A suggested bolus is equal to the sum of a correction bolus and
meal bolus, then adjusted for insulin on board, if applicable.
Examples of each of these elements are shown below.

Example of correction bolus
Target BG: 5.6 mmol/L

Current BG: 11.2 mmol/L
Correctionfactor (CF): 2.8

11.2mmol/L (current) - 5.6 mmol/L (target) = 5.6 mmol/L
5.6 mmol/L + 2.8 (CF) =2 units correction bolus

If the reverse correction feature is turned On and if your current BG
is below your target BG, the suggested bolus calculator subtracts
a correction amount from the meal bolus.

Example of reverse correction bolus:

Target BG: 5.6 mmol/L

CurrentBG: 4.2 mmol/L

Correctionfactor (CF): 2.8

4.2 mmol/L (current) - 5.6 mmol/L (target) =-1.4 mmol/L

-1.4mmol/L = 2.8 CF=-0.5 units reverse correction bolus
(reduces meal bolus)
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Meal bolus calculation
Carbs entered + insulin-to-carb (IC) ratio

Example of meal bolus
Carbs entered: 45 grams of carb
Insulin-to-carb ratio: 15

45 carbs = 151/Cratio = 3 units meal bolus

Insulin-on-board (IOB) calculation
(Duration of insulin action —time since your previous bolus) +
(duration of insulin action) * (previous bolus)

IOB from a previous correction bolus is called“correction 0B’
and I0B from a previous meal bolus is called“meal IOB!

Example of correction insulin-on-board (I0B)
Duration of insulin action: 3 hours
Time since previous correction bolus: 1 hour
Previous correction bolus: 3 units
3 hours-1hour=2hours
2hours+3hours=2/3
2/3*3 units =2 units correction 0B
In other words, one hour after your previous correction bolus,
you have received only 1 unit of insulin from it; 2 units of insulin

are still working to correct your BG.This feature prevents
delivering too much insulin when correcting a high BG.

Example of meal insulin-on-board (I0B)

Duration of insulin action: 3 hours
Time since previous meal bolus: 2 hours
Previous meal bolus: 4.5 units

3 hours-2hours=1hour
1 hours=3hours=1/3
1/3 *4.5 units = 1.5 units meal (IOB)

In other words, two hours after your previous meal bolus, you
have received 3 units of insulin fromiit; 1.5 units of insulin are still
working to cover your meal.

vore]l  Meal (IOB) is only used to reduce a correction bolus,
and the correction bolus is only reduced until it

becomes 0 units.

Examples of suggested bolus calculations
The examples below use these settings:

+ TargetBG:5.6 mmol/L

+ I/Cratio: 1:15

«  Correctionfactor (CF): 2.8

+ Duration ofinsulinaction: 3 hrs
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Example 1

Current BGlevel: 8.4 mmol/L

Carb intake: 0 grams of carbohydrate (carbs)
Meal (I0OB): 1 units

Correction insulin on board (IOB): 1 units

Correction bolus: 8.4 mmol/L (current) - 5.6 mmol/L (target) = 2.8
2.8+2.8(CF)=1unit

Meal bolus: 0 (carbs) + 15 (IC ratio) = 0 units

Suggested bolus dose = 1 (correction) + 0 (meal) -2 (I0B)=0U

Example2

Current BGlevel: 8.4 mmol/L
Carbintake: 45 carbs

Meal (I0OB): 0 units
Correction IOB: 0 units

Correction bolus: 8.4 mmol/L (current) - 5.6 mmol/L (target) = 2.8
2.8+2.8(CF)=1unit

Meal bolus: 45 (carbs) + 15 (ICratio) = 3 units

Suggested bolus dose = 1 (correction) + 3 (meal) -0 (I0B) =4U

Example 3

Current BGlevel: 5.6 mmol/L
Carbintake: 45 carbs

Meal IOB: 1 unit

Correction (IOB): 0 units

Correction bolus: 5.6 mmol/L (current) — 5.6 mmol/L (target) =0
0-2.8(CF)=0units

Meal bolus: 45 (carbs) + 15 (ICratio) = 3 units

Suggested bolus dose =0 (correction) + 3 (meal)- 0 (I0B) =3U

NOTE

Example 4

Current BGlevel:8.4 mmol/L
Carbintake: 60 carbs

Meal (IOB): 0 units
Correction (I0OB:) 1 unit

Correction bolus: 8.4 mmol/L (current) - 5.6 mmol/L (target) = 2.
2.8+2.8(CF)=1unit

Meal bolus: 60 (carbs) + 15 (ICratio) =4 units

Suggestedbolus dose= 1 (correction) + 4 (meal)- 1 (I0B)=4U

Meal (IOB) is never subtracted from another meal
bolus—only from a correction bolus.

0o
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Calculator guidelines «  Correction IOB, which isinsulin on board (active insulin) from
When the suggested bolus calculator is turned On, the OmniPod aprevious correction bolus, is then subtracted from the
System applies these guidelines to the suggested bolus doses: current correction bolus, if any remains, until it is zero. At that

point, any remaining correction IOBis subtracted from the
current meal bolus.

« Thecalculatedinsulin on board is rounded up to the nearest

« Suggested bolus doses are rounded down to the nearest
0.05U.

- Ifthetotal of the suggested bolus calculation (correction

bolus plus meal bolus) is less than zero, the suggested bolus 0.05U.
dose is 0.00U. - Areverse correction only occurs if the meal bolus is greater

+  The System will not suggest a bolus dose if your current blood than 0.00U.
glucose (BG) reading is below the minimum BG you have set «  Ifyourblood glucose value is below the target blood glucose
for bolus calculation (see Chapter 2, Getting Started, and value and you have set reverse correction to On, the suggested
Chapter 6, Using the Personal Diabetes Manager). correction bolus is subtracted from the suggested meal bolus.

If you have set reverse correction to Off, the System will not

* The System suggestsa correction bolus only when your BG subtractinsulin from the suggested meal bolus dose.

reading is above the correction threshold or correct-above

value you have set (see Chapter 2, Getting Started, and If you manually increase or decrease the suggested bolus, the
Chapter 6, Using the Personal Diabetes Manager). following rules apply:

« Meal IOB, whichisinsulin on board from a previous meal +  Ifyouincreaseasuggested bolus, theincrease is applied to
bolus, is subtracted first from the current correction bolus, if the meal bolus unless there is no meal bolus, in which case itis
any, until it is zero. However, any remaining meal IOB is never appliedto the correction bolus.
subtracted from the current meal bolus. « Ifyoudecrease a suggested bolus, the decrease is applied to

the meal bolus until it reaches zero; then itis applied to the
correction bolus. If there is no meal bolus, the decrease is
applied to the correction bolus.
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OmniPod System Options and Settings

Time 12-hour or 24-hour clock

Date MM/DD/YY
DD/MM/YY
MM.DD.YY
DD.MM.YY
YY.MM.DD
YY-MM-DD

Maximum basalrate 30U/hr
Defaultis 3.00 U/hr

Basal programs 7

Basalrate segments 24 per program

Basalrateincrement 0.05 units

Temp basal presets 7

Temp basal %, Units, or Off

30 minutesto 12 hoursin
30-minute increments
Defaultis Off

Blood glucose (BG) goal for
BGhistory

Lowerand upper limits; 3.9to
11.1 mmol/Lin 0.1 mmol/L
increments

Blood glucose reminder

On or Off; maximum of 4
Reminder time of 1 to 4 hours after
every bolusdosein

30-minute increments

Defaultis Off

Blood glucose metersound | On or Off

DefaultisOn
Suggested bolus calculator | On or Off

DefaultisOn
Target BGvalue and 8time segments;3.9to 11.1
correction threshold mmol/Lin 0.1 mmol/Lincrements
MinimumBGallowedfor | 2.8t03.9mmol/Lin0.1 mmol/L

use by the suggested bolus
calculator

increments
Defaultis 3.9 mmol/L

Insulin-to-carb (IC) ratio

8timesegments; 1to 150g
carb/Uin 1g carb/U increments

Correction (sensitivity)
factor

8time segments; 0.1 to 16.7 mmol/L
in 0.1 mmol/Lincrements

Reverse correction Onor Off
Defaultis On
Duration ofinsulin action | 2to 6 hoursin 30-minute
increments
Bolusincrement 0.05,0.1,0.5,0r 1.0 units
Defaultis 0.1 units
Maximum bolus size 30 units
Defaultis 10 units
Extended bolus %, Units, or Off

30 minutes to 8 hoursin
30-minute increments
Defaultis Off
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Bolus presets 7
Carbohydrate presets 36
Suspend 30 minutesto 2 hours

Lowreservoirvolume 10to 50 unitsin 5-unitincrements
indicator Defaultis 10.0 units
Pod expiration alert 1to 24 hoursin 1-hourincrements

Defaultis 4 hours

Auto-offalert 1to 24 hours or Offin 1-hour

increments
Defaultis Off
PDM lock On or Off
Defaultis Off
History storage 5400 records/90 days
Language English
Pod Specifications

Size:3.9cmx52cmx1.45cm (1.53"x2.05"x0.57")
Weight (without insulin): 25 grams (0.88 0z)

Operating temperature range: Pod operating environment of
5°Cto37.7°C(40°F - 100°F).

vore]l  The Pod temperature will equilibrate to 22.7 °Cto
37.7°C(73°F - 100 °F) when worn on the body.

Appendix

Startup temperature: above 10°C (50 °F)
Storage temperaturerange: 0°Cto 30°C (32 °F to 86 °F)
Reservoirvolume (deliverable): 200 units
Cannulainsertion depth: 4-7mm (0.16-0.28 in)
Waterproofrating: P28 (7.6 meters (25 feet) for up to 60 minutes)
Insulin concentration: U-100
Alarmtype: Output >50db (A) at 1 meter
Operating relative humidity range: 20-85%, noncondensing
Storage relative humidity range: 20-85%, noncondensing
Operating atmospheric pressure: 696 hPA to 1060 hPA
Storage atmospheric pressure: 696 hPA to 1060 hPA
Non-pyrogenic: Fluid pathway only
Type BF: Medical device (protection from electrical shock)
Flow Capability:
Maximum infusion pressure: 35 psi
Maximum volume infused under single fault conditions: 0.0 U
Delivery accuracy (tested per IEC60601-2-24):

Basal: +5% atrates >0.05 U/hr

Bolus: +5% foramounts >1.0 unit, +0.05 units foramounts
<1.0unit
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AccuracyTest Results

Personal Diabetes Manager Specifications

The following graph shows the flow accuracy of the Pod against
given time periods. The measurements were made using a Pod
with a basal rate of 0.05 U/h at high operating temperature. The
overall mean percentage flow error was 1.40%.
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Size:6.21cmx11.25cmx2.5cm (24"X4.4"X1.0")
Weight (with batteries): 125 grams (4.4 0z.)

Screen:3.6cm x4.8cm; 6.1 cm diagonal LCD
(1.4"X1.9";,2.4"diagonal LCD)

Battery: Powered by (2) AAA alkaline batteries

Battery life: Approximately 3 weeks

Operating temperaturerange: 5° Cto 40° C (40°F to 104°F)
Storage temperaturerange:-29° Cto 60°C(-20.2°F to 140°F)
Operating relative humidity range: 15% to 90% non-condensing
Storage relative humidity range: 10% to 90% non-condensing
Operating atmospheric pressure: 696 hPA to 1062 hPA

Storage atmosphericpressure: 703 hPAto 1062 hPA
Communication distance:The PDM and Pod should be

« At startup: Adjacent and touching, eitherin or out of tray, to
ensure proper communication during priming.

+ During normal operation: Within 5 feet (1.5 m) of each other.
Waterproofrating: P22 (avoid liquid)

Alarmtype: Audible

Alerttype: Audible. Output: > 50 db(A) at 1 meter

Warranty: 5 Year Limited (PDM)
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System Accuracy According International Standard ISO 15197:2013
Capillary blood glucose results were compared with those obtained using the YSI Glucose Analyser.

System accuracy for finger samples with YSI glucose results lower than 100 mg/dL (5.55 mmol/L).

Within
+ 5 mg/dL (0.3 mmol/L)

Within
+ 10 mg/dL (0.6 mmol/L)

Within
+ 15 mg/dL (0.8 mmol/L)

141/201 (70.1%)

192/201 (95.5%)

200/201 (99.5%)

System accuracy for finger samples with YSI glucose results of 100 mg/dL (5.55 mmol/L) or higher.

Within
+ 5%

Within
+10%

Within
+15%

323/483 (66.9%)

440/483 (91.1%)

477/483 (98.8%)

Within
+ 15mg/dL (0.83 mmol/L) or £ 15%

677/684 (99.0%)

*Data on file at Insulet Corporation

System accuracy results for glucose concentrations between 40 mg/dL (2.22 mmol/L) and 500 mg/dL (27.8 mmol/L).

A study* evaluating glucose values from fingertip capillary blood samples obtained by 590 lay persons showed the
following results:

98.1% within £15 mg/dL (0.83 mmol/L) of the YSI reference at glucose concentrations below 100 mg/dL (5.55
mmol/L), and 98.4% within £15% of the YSI reference at glucose concentrations at or above 100 mg/dL (5.55
mmol/L).
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Blood Glucose Meter Specifications

Assay method: Coulometric electrochemical sensor
Calibration: Plasma equivalent

Hematocrit: 15%to 65%

Measurement units: mmol/L

Resultrange: 1.1 to 27.8 mmol/L

Sample:Whole blood, capillary

Sample size: 300 nanoliters (0.3 microliter)

Test time: Results as fastas 7 seconds
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OmniPod System Label Symbols

Single-use only

Caution: Consult user guide

1P22

Avoid liquid

Follow instructions for use

Keepdry

(7]

TERI

-

EQ] | Sterilized using ethylene oxide

Temperature limit

Humidity limitation

@K@\K@\* s

Serial number

Type BF applied part

Manufacturer

Non-pyrogenic; fluid pathway only

@@LE@EmE@!@&@

MR unsafe

Waterproofto 7.6 meters (25 feet) for up to
60 minutes

%
N
(-]

Date of manufacture

Batch Code Atmospheric pressure limitation
Use-by date Do not use if package is damaged
Reference number

153



Appendix

Personal Diabetes Manager Icons

]

A | Home/Power =4 | Moreactions F L | Basal program [ |Batteryempty
) »
Bolus Communication " IR User |nformat|0n/
a A @ | “Lost history record @ Support
A e
e R Y e e
éT s ettgi] ngs s Up/Down (on color) y range
( “Delivery Spans & | Active/default
d’\ Temp basal A | Status Midnight” program or selected BG
history record ta

@ Suspend/cancel I: Textentryright SLE d

@ My Records » | Submenu OmniPod System Notice Concerning Interference

A Advisory alarm ﬂ Home screen The OmniPod Insulin Management System (both the Pod and

- the Personal Diabetes Manager or PDM) complies with Part 15 of
AL (Alternating) m Insulin gauge the FCC Rules. Operation is subject to the following two
Hazard alarm conditions:
:X Alert 6 Apply blood sample/ 1. These devices may not cause harmful interference.
Blood glucose records
S i 2. Thesedevices mustaccept any interference received,

a PDMlock \\ | >etupWizard including interference that may cause undesirable operation.

(W} | Battery 3/4full [} | Battery full Changes or modifications not expressly approved by Insulet
could void the user’s authority to operate the equipment.

[ | Battery 1/4full [} | Battery halffull
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Both the Pod and the PDM generate, use, and can radiate radio
frequency energy, and may cause harmful interference to radio
communications. There are no guarantees that interference will
not occur in a particular installation. If the OmniPod System does
cause harmful interference to radio and television reception, the
interference may be corrected by one of the following measures:

« Moveorrelocate the OmniPod System.

+ Increase the distance between the OmniPod System and the
other device thatis emitting or receiving interference.

Insulet Corporation declares that the OmniPod Systemiisin
compliance with the essential requirements and other relevant
provisions of Directive 1999/5/EC. With respect to Canadian radio
regulation, this ISM device complies with Canadian ICES-003 and
IC-RSS-210:

a) Theterm”“IC"before the equipment certification number
only signifies that the Industry Canada technical specifications
were met.

b) ThisClass B digital apparatus complies with Canadian
ICES-003.

¢) Thisdevice complies with Industry Canada licence-exempt
RSS standard(s). Operation is subject to the following two
conditions: (1) this device may not cause interference, and (2) this
device mustaccept any interference, including interference that
may cause undesired operation of the device.

Electromagnetic Compatibility

The information contained in this section (such as separation
distances) is, in general, specifically written with regard to the
OmniPod System.The numbers provided will not guarantee
faultless operation but should provide reasonable assurance of
such. Thisinformation may not be applicable to other medical
electrical equipment; older equipment may be particularly
susceptible to interference.

General Notes

Medical electrical equipment requires special precautions
regarding electromagnetic compatibility (EMC) and needs to be
installed and putinto service according to the EMC information
provided in this document and the instructions for use.

Portable and mobile RF communications equipment can affect
medical electrical equipment.

Insulet Corporation declares that the OmniPod Insulin
Management System is in compliance with the essential
requirements and other relevant provisions of

Directive 1999/5/EC.

Cables and accessories not specified within the instructions for
use are not authorized. Using other cables and/or accessories
may adversely impact safety, performance, and electromagnetic
compatibility (increased emission and decreased immunity).
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Care should be taken if the System is used adjacent to other
electrical equipment; if adjacent use is inevitable, such as in work
environments, the System should be observed to verify normal

operation in this setting.

The System communicates by low level RF energy. As with all
RF receivers, the potential for disturbance exists, even with
equipment that complies with FCCand CISPR emissions

requirements.

The OmniPod System communicates with the following
characteristics:

Frequency: 433 Mhz, FSK modulation, with an effective
radiated power of 3 dBm

The OmniPod System greatly exceeds the immunity
requirements of the general standard for electromagnetic
compatibility, IEC60601-1-2.

This equipment is intended for use in the electromagnetic environment specified below. The user of this equipment should assure
thatis used in such an environment.

Emissions Compliance according to Electromagnetic environment

RF Emissions (CISPR11) Group2 The Pod and the PDM emit low level electromagnetic energy (RF) in
order to communicate. Although unlikely, nearby electronic
equipment may be affected.

CISPRB ClassB The System is suitable for use in all establishments including domestic

Emissions Classification

establishments.

The System is intended for use in the electromagnetic environment specified below. You should observe these requirements in the

use of the System.

IEC60601-1-2 Compliancelevel
Immunity against testlevel (of this device) Electromagnetic environment
ElectroStatic Discharge, | contactdischarge: | +=8kV If floors are covered with synthetic material, try to avoid
ESD (IEC61000-4-2) +6kV +15kv electrostatic discharges.

airdischarge: +8kV
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Power Frequency 3A/m 400A/m Suitable for most environments. Magnetic field strengthsin
magnetic fields 50/60 excess of 400 A/m would be unlikely exceptin close proximity
Hz (IEC 61000-4-8) toindustrial magnetic devices.

Radiated RF 80 MHz-2.5GHz 10V/m Portable and mobile RF communications equipment should be
(IEC61000-4-3) used no closer to any part of the System than the

recommended separation distance calculated from the
equation applicable to the frequency of the transmitter as
below.
Recommended separation distance:

d=1.17+P

d=0.35/+/P 80 MHz to 800 MHz

d=0.7/P 800 MHz t0 2.5 GHz

where P is the maximum output power rating of the transmitter
in watts (W) according to the transmitter manufacturerand d is
the recommended separation distance in meters (m).

Field strengths from fixed RF transmitters, as determined by an
electromagnetic site survey,? should be less than the
compliance level in each frequency range.

Interference may occur in the vicinity of equipment marked
with the following symbol: ¢

Note 1: At 80 MHz and 800 MHz, the higher frequency range applies.

Note 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflections from

structures, objects, and people.
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2 Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios, amateur radio,
AM and FM radio broadcast, and TV broadcast, cannot be predicted theoretically with accuracy.To assess the electromagnetic environment
due to fixed RF transmitters, an electromagnetic site survey should be considered. If the measured field strength in the location in which the
equipment is used exceeds the applicable RF compliance level above, the equipment should be observed to verify normal operation. If
abnormal performance is observed, additional measures may be necessary, such as reorienting or relocating the equipment.

You can help prevent electromagnetic interference by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters) and the System, as recommended below, according to the maximum output power of
the communications equipment.

Rated maximum output power | Separation distance according to frequency of transmitter, in meters

oftransmitter, in watts 150kHzto80MHz, d=1.17y/P | 80MHzto800MHz,d=035/P | 800MHzt02.5GHz,d=0.7+/P
0.01 0.12 0.035 0.070

0.1 0.37 0.1 0.22

1 1.17 035 0.7

10 3.70 1.11 221

100 11.7 35 7.0

For transmitters rated at a maximum output power not listed above, the recommended separation distances in meters (m) can be estimated
using the equation applicable to the frequency of the transmitter, where P is the maximum output power rating of the transmitter in watts
(W) according to the transmitter manufacturer.

NOTE 1: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from
structures, objects, and people.
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Limited Express Warranty, Disclaimer, and
Limitation of Remedies for the PDM and Pods

Warranty For The Omnipod® Insulin Management System
Personal Diabetes Manager And Pods (Canada)

Warranty Coverage

Warranty Coverage for the Omnipod®System Personal
Diabetes Manager

Subject to the terms and conditions below, Insulet Canada
Corporation (“Insulet”) warrants to you, the original recipient of
the Omnipod® Insulin Management System (“Omnipod®
System”) for use in Canada, that, if Insulet determines that your
Personal Diabetes Manager (“PDM”) has a defect in material or
workmanship while utilized under normal use and conditions
during the period of five (5) years from the date of purchase (or
receipt where purchased on your behalf), Insulet will either repair
orreplace, atits sole option, the PDM.

This five-year (5) warranty period applies only to new PDMs and,
inthe event the PDMis repaired or replaced, the warranty period
shall not be extended or reset.

Warranty Coverage for the Omnipod®System Pods

Subject to the terms and conditions below, Insulet warrants to
you, the original recipient of the Omnipod® System, that if Insulet
determines thatan Omnipod® System Pod (“Pod”) you have
received has a defect in material or workmanship while utilized
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under normal use and conditions during the period of eighteen
(18) months from the date of manufacture and seventy-two (72)
hours from the time of activation, Insulet will either repair or
replace, atits sole option, that Pod. To be eligible for replacement,
the activation of the Pod must fall within both time periods (i.e.
occur on or before the expiration date printed on the label with a
manufacture date no more than eighteen (18) months before
and on or before a time no more than seventy-two (72) hours
before you notify Insulet of the claim).

This eighteen (18) month and seventy-two (72) hour warranty
period applies only to new Pods and, in the eventa Pod is
repaired or replaced, the warranty period shall not be extended
orreset.

Warranty Terms And Conditions

This Warranty applies only to PDMs and Pods that were originally
sold for use in Canada (theTerritory”). Insulet will only ship
repaired or replaced PDMs and Pods and provide Warranty
services within the Territory.

Claim Procedure

To be eligible to claim under this Warranty, you must notify
Insulet of the claimed defect with the PDM or the Pod within the
applicable warranty period by calling the applicable Insulet
Customer Care number found on our website orin the product
User Guide. For a claim involving the PDM, you must provide the
PDM serial number and a description of the claimed defect. Fora
claiminvolving a Pod, you must provide the Pod lot number and
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adescription of the claimed defect. You may also be required to
verify the date of purchase (or receipt where purchased on your
behalf) of the PDM and/or the Pod and the time that you
activated the Pod.

Your failure to follow any of the above steps may resultin the
denial of coverage under this Warranty.

Unless Insulet elects to repair the Pod or the PDM (which may
include, butis not limited to, a repair kit or replacement part(s)
Insulet provides) or refers you to a third party repairer, you must
obtain Insulet’s authorization prior to returning the Pod or the
PDMto Insulet. The Pod or PDM must be properly packaged and
returned to Insulet according to the instructions provided in the
Return Merchandise Authorization (RMA) Kit, which will be sent
toyou by Insulet. With a prior authorization, Insulet will pay all
reasonable packaging and postage charges, where applicable,
incurred in shipping the Pod or the PDM to Insulet under this
Warranty. For the avoidance of doubt, this Warranty does not
coverrepairs performed or replacements provided by any person
or entity other than Insulet, except those performed or provided
by third parties to which you were explicitly referred by Insulet.

ProofofPurchase, Receipt or Activation

In order to verify the date of purchase (or receipt where
purchased on your behalf) or, in the case of a Pod, the time of
activation and determine if the claim under this Warranty is
within the applicable warranty period, Insulet may require that
you provide a valid proof of purchase, receipt or activation. Your
failure to provide valid proof, as determined by Insulet, may result
in the denial of coverage under thisWarranty.

Exclusions

ThisWarranty covers only the original recipient and you cannot
transfer orassign it with the sale, rental or other transfer of the
PDM or of the Pods to any other person or entity.

This Warranty will apply only if the PDM or the Pod at issue has
been used in accordance with the Omnipod® System User Guide
and/or other written instructions provided by Insulet. THIS
WARRANTY DOES NOT APPLY IF THE PDM ORTHE PODS HAVE
BEEN:

« Altered, changed or modified by any person or entity other
than Insulet or third party authorized by Insulet;

+  Opened, serviced or repaired by any person or entity other
than Insulet or third party authorized by Insulet;

Damaged by an act of God or other“force majeure”like event;

- Damaged by misuse, abuse, negligence, accident,
unreasonable use, orimproper handling, care or storage;

Damaged by wear and tear, causes unrelated to defective
materials or workmanship (including without limited
unsuitable or faulty batteries) or other circumstances outside
of the reasonable control of Insulet.

This Warranty does not extend to design defects (i.e., claims
that the PDM or the Pods should have been designedina
different way).
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Disclaimer of Implied Warranties and Limitation of Remedies
Tothe extent permitted by law in Canada:

+ ThisWarranty and the remedies set outinitare the only
warranties and remedies provided by Insulet to you in relation
tothe PDM and the Pods and all other statutory and implied
warranties are expressly excluded to the maximum extent
permitted.

+ Insulet, its suppliers, distributors, service providers, and/or
agents will not be liable forindirect, special, incidental or
consequential damages caused by a defectinthePDMora
Pod or by a breach of this Warranty, whether such claimis
based in warranty, contract, tort or otherwise.

Nothing in this Warranty is intended to exclude our liability for
death or personal injury resulting from our negligence, for fraud
or fraudulent misrepresentation, or for breach of your statutory
rightsin relation to the PDM or Pods.

Important Additional Provisions

ThisWarranty gives you specific legal rights. You may also have
other statutory rights which vary by jurisdiction.

Your statutory rights are not affected by this Warranty.

Insulet does not warrant the suitability of the PDM or the Pods or
the Omnipod® System for any specific person as health careand
treatment are complex subjects requiring the services of
qualified health care providers.

ThisWarranty is between you and Insulet. No other party has any
rights to enforce any of its terms. Insulet may transfer its rights

and obligations under this Warranty to another party without
your consent.

If any provision of this Warranty is found to be invalid by any court
that provision will be deemed to be deleted from this Warranty
and the validity of the remaining provisions will not be affected.

No Other Warranty or Agreement

Unless modified in writing and signed by both Insulet and you,
the terms set outin this Warranty are the complete and exclusive
understanding between Insulet and you, superseding all prior
warranties and agreements, oral or written, and all other
communications relating to any defect in, failure or other
malfunctioninaPDM, a Pod, oran Omnipod® System.No
employee, agent or other representative of Insulet or any other
party is authorized to make any product warranty or agreement
applicable toa PDM, a Pod, or an Omnipod® System in addition to
those made in the foregoing.

Consentto Disclaimer of Implied Warranties and the Limitation
of Remedies

If you do not consent to and instead wish to reject the Disclaimer
of Implied Warranties and the Limitation of Remedies included
along with the Omnipod® System, please return any Omnipod®
System products (including any PDM and Pod) to Insulet in
exchange for a full refund. Failure to return such products shall
constitute acknowledgement of and consent to the Disclaimer of
Implied Warranties and the Limitation of Remedies.
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Appendix

Governing Law and Jurisdiction

ThisWarranty (and any non-contractual obligations arising out or
in connection with it) is governed by the laws of Canada. Any
court of competent jurisdiction in Canada will have exclusive
jurisdiction and venue for any dispute arising out of or in
connection with thisWarranty.

Effective Date: November 2020

Privacy Code

Insulet Canada Corporation is committed to the protection of the
personal information of individuals with whom it comes into
contact. Accordingly, Insulet Canada Corporation adheres to the
principles of its Privacy Code, which is based on and incorporates
principles setoutin Schedule 1 of the Personal Information
Protection and Electronic Documents Act, Canada (PIPEDA).
Insulet Canada Corporation complies with all relevant provisions
of PIPEDA. Insulet Canada Corporation’s Privacy Code is available
on-lineat omnipod.com.

You and Your Healthcare Provider

The contents of the OmniPod® user manual are not intended to
replace or substitute the advice of your physician or other
qualified healthcare professionals. You should speak to your own
healthcare professional, who is the best source of information
regarding your own health related questions. Absolutely no
information contained in the OmniPod® user manual should be
construed as taking the place of your physician’s or other qualified
healthcare professional’s advice.

2013 Canadian Practice Guidelines for the Prevention and
Management of Diabetesin Canada

A publication by Canadian Diabetes Association in the Canadian
Journal of Diabetes. Evidenced-based guidelines produced by
Canadian Diabetes expertsintended to guide practice with the
intent of enhancing diabetes prevention and to reduce the
burden of disease complications in people living with diabetes.
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Glossary

A1c(see HemoglobinA1c)

Advisory alarm
Notification by the PDM that a serious condition exists.

Aseptic technique

A method for maintaining sterilization and preventing
contamination.

Basal program

One or more basal rates that together cover a 24-hour period
from midnight to midnight.

Basalrate

A small base or background amount of insulin that s delivered, at
a preset rate, continuously for a specified period of time. Basal
rates are measured in units per hour (U/hr).

Basal segment (time segment)
The time period during which a specific basal rateiis delivered.

BGgoal

Arange of blood glucose levels that you are trying to achieve
during a certain period of the day. For example, you may want
one BG goal before meals, a different BG goal two hours after
meals, and yet another BG goal for bedtime.

Blood glucose (see glucose)

Blood glucose level
The amount of glucose, or sugar, in the blood.

Blood glucose meter
Adevice used to check blood glucose content.

Bolus dose

Adose of insulin taken to correct an elevated blood glucose level
orto cover carbohydrates in a meal or snack.

Bolus preset

A bolus dose of insulin, in units, that can be assigned a custom
name and preprogrammed into the PDM.
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Glossary

Calorie

Aunit of measurement used to express the energy value of food.
Calories come from carbohydrate, protein, fat, and alcohol.

Cannula

A small, thin tube inserted below the skin, which serves to
introduce a liquid medication into the body.

Carbohydrate (carb)

One of the three main nutrients found in food. (The other two are
protein and fat)) Foods that contain carbohydrates include
starches, sugars, vegetables, fruits, and dairy products.

Carbohydrate counting

A method of meal planning based on counting the number of
grams of carbohydrate in a given food.

Carbpreset

Afavorite food item, snack, or entire meal that can be assigned a
custom name and preprogrammed into the PDM. You set the
carbohydrate value (and, optionally, the fat, protein, fiber,and
total calories) for each carb preset.

Complications (of diabetes)

Harmful effects of diabetes such as damage to the eyes, kidney,
heart, blood vessels, nervous system, teeth and gums, feet, and
skin.

Correction bolus

An amount of insulin taken to compensate for high blood glucose
levels.The OmniPod System calculates the correction bolus by
taking the difference between your current blood glucose level
and your target blood glucose value, then dividing the result by
your correction factor.

Correction factor (also known as sensitivity factor)

Avalue that indicates how much one unit of insulin will lower
your blood glucose. For example, if your correction factor is 50,
one unit ofinsulin will lower your blood glucose by 2.7 mmol/L.

Correction threshold

The blood glucose level above which you would like to take insulin
toreduce an elevated blood glucose.

CSli (continuous subcutaneous insulin infusion)

Delivering insulin continuously under the skin (“subcutaneously”)
ona programmed schedule.

Dawn phenomenon

An early morning rise in blood glucose level caused by the normal
release of hormones that block insulin’s effect.
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Diabetes Control and Complications Trial (DCCT)

A study by the National Institute of Diabetes and Digestive and
Kidney Diseases (NIDDK), conducted from 1983 to 1993in
people with type 1 diabetes, which showed that good blood
glucose control significantly helped prevent or delay diabetes
complications.

Diabetes, diabetes mellitus

A condition characterized by hyperglycemia (high blood glucose)
resulting from the body’s inability to use blood glucose for energy.
Intype 1 diabetes, the pancreas no longer makes insulin and
therefore blood glucose cannot enter the cells to be used for
energy.In type 2 diabetes, either the pancreas does not make
enoughinsulin orthe body is unable to use insulin correctly.

Diabetic ketoacidosis (see Ketoacidosis)

Duration of insulin action

The length of time that certain types of insulin remain active and

available in your body after a bolus. This duration can vary greatly
depending on the type of insulin you take. Only use rapid-acting
insulin with the OmniPode Insulin Management System.

Extended bolus

Afeature of the OmniPod System that allows a meal bolus dose to
be given over an extended period of time.

Glossary

Fat

One of the three main energy sources in food. (The other two are
carbohydrate and protein.) Fatis a concentrated source of energy,
providing 9 calories per gram. Foods high in fat include oils,
margarine, salad dressings, red meat, and whole-milk dairy foods.

Fiber

Theindigestible part of plant foods. Foods that are high in fiber
include broccoli, beans, raspberries, squash, whole-rain bread,
and bran cereal. Fiber is a type of carbohydrate but does not raise
blood glucose levels as other carbohydrates do.

Glucose

Asimple sugar (also known as dextrose) used by the body for
energy. Without insulin, the body cannot use glucose for energy.

Hazard alarm

Notification by the PDM and Pod that a dangerous condition
exists.

Healthcare provider

A professional who practices medicine or teaches people how to
manage their health. All healthcare providers are a resource for
valuable diabetes management information.
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Glossary

Hemoglobin A1c(HbA1c)

Atest that measures a person’s average blood glucose level over
the past 2 to 3 months. Also called glycosylated hemoglobin, the
test shows the amount of glucose that sticks to the red blood cell,
which is proportional to the amount of glucose in the blood.

Hyperglycemia (high blood glucose)

A higher-than-normal level of glucose in the blood; generally
13.8 mmol/Lor higher.

Hypoglycemia (low blood glucose)

Alower-than-normal level of glucose in the blood; generally
3.9mmol/L or lower.

Hypoglycemia unawareness

A condition in which a person does not feel or recognize the
symptoms of hypoglycemia.

Introducing a liquid substance under the skin into the body.

Infusion site

A place on the body where aninfusion set or Pod is placed and
cannulaisinserted.

Insulin

Ahormone that helps the body use glucose for energy.The beta
cells of a healthy pancreas make insulin.

Insulin on board (I0B) (active insulin)

The amount of insulin that is still“active”in the body froma
previous bolus dose. In the OmniPod System, insulin on board
(IOB)is considered in two parts: the Insulin on Board (IOB) from a
previous correction bolus and the IOB from a previous meal bolus.

The amount of time insulin remains“on board” or“active”
depends on each individual's duration of insulin action.Talk with
your healthcare provider to determine your duration of insulin
action.

The OmniPod System continually calculates the Insulin on Board
(I0B) to help prevent“stacking” of bolus doses, which is a major
cause of hypoglycemia.

Insulin reaction (see hypoglycemia)

Insulin-to-carbohydrate ratio (IC Ratio)

Number of grams of carbohydrate covered by one unit of insulin.
For example, if your insulin-to-carbohydrate ratiois 1:15, then you
need to deliver one unit of insulin to cover every fifteen grams of
carbohydrate you eat.

Invitro

Literally,“in glassRefers to a biological function taking place ina
laboratory dish rather thanin aliving organism.
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Ketoacidosis (diabetic ketoacidosis or DKA)

Avery serious condition in which extremely high blood glucose
levels and a severe lack of insulin cause the body to break down
fatfor energy. The breakdown of fat releases ketones into the
blood and urine. DKA can take hours or days to develop, with
symptoms that include stomach pain, nausea, vomiting, fruity
breath odor, and rapid breathing.

AR\

N

Itisimportant to rule out ketoacidosis when you
experience symptoms that might otherwise indicate
theflu.

Ketones

Acidic by-products that result from the breakdown of fat for
energy. The presence of ketones indicates that the body is using
stored fat and muscle (instead of glucose) for energy.

Meal bolus (also known as carbohydrate bolus)

An amount of insulin administered before a meal or snack to
ensure that blood glucose levels stay within the desired BG goal
afterameal. The OmniPod System calculates a meal bolus by
dividing the grams of carbohydrates you are about to eat by your
insulin-to-carbohydrate ratio.

Multiple daily injections (MDls)
Introducing insulin into the body with a syringe several times a
day.

Glossary

Occlusion
Ablockage orinterruption in insulin delivery.

Prime bolus

An amount of insulin used tofill the cannula, preparing it to begin
delivering insulin under your skin.

Protein

One of the three main energy sources in food (the other two are
carbohydrate and fat). Protein is necessary for the growth,
maintenance, and repair of body cells and tissues. Protein
contains 4 calories per gram. Foods high in protein include meat,
poultry, fish, legumes and dairy products.

Reverse correction (negative correction)

Using anindividual’s correction factor (sensitivity factor), the
reverse correction is a calculation that reduces a portion of a meal
bolus dose when the patient’s blood glucose level is below their
blood glucose target. This feature is an option in the

OmniPod® Insulin Management System, which should be turned
on or off according to the advice of a healthcare provider.

Sensitivity factor (see correction factor)
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Glossary

Sharps

Any medical item that may cause punctures or cuts to those
handling them. Sharps include needles, syringes, scalpel blades,
disposable razors, and broken medical glassware. Dispose of
used sharps according to local waste disposal regulations.

Sharps container

A puncture-proof container used for storage and disposal of used
sharps.

SoftKey

Abutton on the PDM whose label or function appears on the
screen directly above the button. The label changes depending
onthetask you are performing.

Subcutaneous
Under the skin.

Suggested bolus calculator

Afeature that calculates bolus doses with user-specific settings
and inputs. The settings used to calculate a suggested bolus are
target BG, insulin-to-carbohydrate (IC) ratio, correction factor (CF)
and duration ofinsulin action.The inputs used to calculate a
suggested bolus are current BG, carbs entered, and insulinon
board.The bolus calculator can be turned Off or Onin the PDM.

Target blood glucose (BG) level

The ideal number at which you would like your blood glucose level
to be.The OmniPod System uses this number in calculating bolus
doses.

Temp basal

Abasal rate that is used to cover predictable, short-term changes
in basal insulin need. Temporary rates are often used during
exercise and for sick-day insulin adjustments.

Temporary basal preset

Anadjustmentin a basalrate, in either % or U/hr, that can be
assigned a custom name and preprogrammed into the PDM.

Time segment (see basal segment)
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alerts and reminders
auto-off alert
BG reminder
bolus reminders
confidence reminders
custom reminders
low reservoir alert
missed bolus
Pod expiration reminder
program reminders
aseptic technique
automated cannula insertion
auto-off alert

activate a new Pod
active insulin

See insulin on board

basal segment or rate
bolus reminder
custom reminders
user information

advisory alarms
airport security

acknowledge

history records
alert escalation

basal program ........ 11-12,17-23, 163
add segmentorrate............... 22
[e(e] o)V PPN 23
create. ... 18
delete ...t 23
edit segmentorrate............... 22
enable...............ooill 20
FENAME ..ttt 23

basalrate.............. 1,11,17-28,163
Maximum. .......cooeeviieneenn... 28
temporary ...t 23

basal segment ............... 12,117,163

basal settings...............c..oel. 11

batteries..................... 10,99, 141

BGtag ................. See tag a BG result

blood glucose
BGgoal................... 12,72,163
BGreminder...................... 68
checking............coooute X, 79-98
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Code. . v 82,88
goallimit ...............ooiiiiil 72
history......oooovviiiiiiiin, 102
level ..o, 29,163
monitoring ..............oooa. X, 3
SOUNd vttt 12,73
testsites........ooiiiil 89-90
teststrip....cooviiiii 87
blood glucose meter-....... 3,79-98, 163
error messages. ............. 123-125
readings..........oovviiinn... 3,93
settings.....coooiiiiiiiii e, 72
specifications .................... 152
blood glucose readings
entermanually.................... 95
lowandhigh...................... 97
bolus......coovvviiiiiiii., 1,3,29-42
cancel ... 37
dose.....oovviiiiiiiii 29,163
extended ..................ll 30,35
history.......oooviiiiiiiii i, 101
manual delivery................... 34
normal......oooiiiiiiinn, 30,32
presets ..., 38-40, 163

ratios/factors/targets.............. 66
reminders. ..., 69,70
settings.......coovvviiiin.. 64-68
suggested bolus calculator.... 30-35,
144-147
Bolus/basal/calcsmenu .............. 65
bolus presets ................ 38-40, 163
cancel ..o 40
change ... 40
create. ... 39
delete ... 40
enable................ooial 39
(1< T=] 0 1<t 40
bolus reminder
add.....o 70
bolusreminders ..................... 69
brightmode....................... 5,74
buttons
Home/Power.............coovint. 5
Up/Down Controller................ 5
User Info/Support.................. 5
C
calorie ... 164

cancel

bolus.......coooiiiiiiii 37
boluspreset ...................... 40
one-time temporary basal rate .... 25
temporary basal presets........... 27
cannula. ... 2,164
automated insertion ............ 8,53
carbohydrate ..................... 1,164
counting.....coovviiiinininnn, 164
history. ..., 104
carbohydrate bolus........ See meal bolus
carb presets ............... 2,40-42, 164
change ... 41
changecategory.................. 42
create.......ooiiiiiiiii i 40
delete ... 42
edit.....oooooii 41,42
FENAME . ettt 42
care and maintenance .............. 139
cellularphones ..................... 121
change
basal programs ................... 21
basal settings ..................... 64
bolus presets ..................... 40
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bolus settings..................... 64

carbpresets...........oiiiil 41
temporary basal presets........... 27
user information................. 106
checkalarms......................... 75
check blood glucose .............. 79-98
cleaning ... 139, 140
clock
12-houror 24-hour................ 64
code number, test strip vial........ 83,89
communication
distancetoPod .............. 77,150
interruption.................. 78,133
communication failure......... 133-138
bolus cancellation................ 137
Pod activation ................... 133
Pod deactivation................. 135
Pod operation.................... 133
request forstatus ................ 136
complications, diabetes-related ... 1, 164
confidence reminders................ 69
contactinformation................. 105

continuous subcutaneous insulin infusion
164

control solution...................... 80
expiration..............oooiiin. 81

results ...l 81,85
test. . i 82-85
copy basal program.................. 23
correct-above value........ See correction
threshold
correctionbolus ............ 31,144,164
correction factor....... 14, 29, 66,67, 164
correctionlOB .................... 145
correction threshold ......... 65,67, 164
create
basal program .................... 18
boluspreset ...................... 39
carbpresets.............ooiiiil 40
temporary basal presets........... 25
CSII. See continuous subcutaneous insulin
infusion
(Gl I o= ] 1 121
customize PDM ...................... 73
custom reminders................. 70,71
D
dateandtime.................. ... 11,63
dawn phenomenon................. 164
deactivation ........ See Pod deactivating
delete

basal program .................... 23
boluspresets ...............oil 40
bolus reminder.................... 71
carbpresets.........cocoiiiiiil 42
temporary basal presets........... 28
diabetes...........coiiiiiiat 165
Diabetes Control and Complications Trial
(3 I 165
diabetes emergency kit ............. 109
diabetes mellitus...................... ix
diabetic ketoacidosis ............. See DKA
diagnostic functions ................. 75
checkalarms...................... 75
resetPDM ... 75
disinfecting wipes................... 140
DKA . 167
avoiding ..., 119
Symptoms ... 119
treating.........ooooiiiiiiiil 119

duration of insulin action.. xi, 14, 31, 145,
165

edit
basal segmentorrate............. 22
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bolus reminder.................... 70

carbpresets..........oiiiiiiil 42
electrical interference................ 78
electrical safety ................ 155-158
electromagnetic compatibility.. 155-158
electromagneticfields ............... 78
emergency kit ............. 107,109,110
empty reservoir hazard alarm ....... 128
enable

basal program .................... 20

boluspreset ...................... 39

one-time temporary basal rate .... 24

temporary basal presets........... 26
enter

IDscreencolor.................... 11

tags «ovii 73,93
error messages, BG meter ...... 123-125
OXEICISE. et 115,121
expiration

control solution................... 81

Pod. ..o 68

teststrips...ooovvi it 80
extended bolus....... 15, 30, 35-36, 165
Extended option..................... 68
extreme temperatures ............... 78

F

failure......... See communication failure

fat 165

fiber.....covviiiiii 41,165

fill syringe ...t 46-48

G

glucagon .........cooviiiiiiiinn.. 110

glucose....oovviiiiiiiii i ix, 165

H

hardwork ............cooiiiiiL. 121

hazard alarm, manual shut-off....... 132

hazard alarms............. 126-132, 165

healthcare provider.............. xi, 165

hemoglobin A1c (HbA1c) ........... 166

history
alarms ... 104
all oo 105
basal .......cciiiii 100
blood glucose.................... 102
bolus..........oooiiiiiii 101
carbohydrates ................... 104
insulin delivery............... 99, 100

Home/Power button .................. 5
Homescreen .........cccvvvvnnnn.. 6-7
hospitalization...................... 121
hyperglycemia........ 107,116-119, 166
avoiding........coviiiiiii 116
CAUSES ettt e teiiiiiiiiiiiaaas 117
symptoms ...l 116
treating...........ooiiiiil 116
hypoglycemia ........ 107,112-115, 166
avoiding.......oovviiiiiii 112
CAUSES &ttt eeeeiiiiieiiiiiaaas 114
symptoms ...l 79,112
treating............oooiia 113
hypoglycemia unawareness.... 113,166
I
ICONS .« e et e 154
insulinguage ................ol 62
IDscreen ....ooviiiiiiiii e 61
color. e 11
Sl e 74
illness ..o 120
infection........................ 58,108
infusion set, automated insertion...... 3
infusion site.......... 49-51,58, 108, 166
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infusion site, inspection............. 108
insulin.... 17,29,43,47,48,109, 144, 166
insulin action ....... See duration of insulin
action
insulin delivery
FESUME .ottt 57
suspend ... 55
insulin delivery, continuous ........... 1
insulin delivery records. ......... 99-101
insulin gaugeicon ................... 62

insulin on board (IOB) ... 29,31, 144-147,
166

insulin, rapid-acting vs. long-acting.. 119

insulinreservoir...................... 62

insulin-to-carb (IC) ratio. xi, 13, 29, 65, 67,
166

interruption in communication....... 78
IVPrepwipes .....c.covviiiiiiinna... 77
K

ketoacidosis .........c..oeeiinn.t See DKA
ketones..........coiii.t. 97,119, 167
L

lancing device ................... 85-90

lancingfinger...............oooo 89
long-actinginsulin.................. 119
low batteryalert.................... 141
low blood glucose..... See hypoglycemia
low reservoir advisory............... 128
low reservoiralert................. 15,68
lows, highs, and DKA, avoid ......... 111
M
manual shut-off of hazard alarm..... 132
maximum basalrate .............. 28,68
maximumbolus .................. 15,68
meal bolus............. 31,144-147,167
meal IOB. ..., 145
medical electrical equipment... 155-158
Medic Alerttag ..........covenen.n. 121
menu
Bolus/basal/calcs.................. 65
More actions.................... 7,32
My records.......cooviiiiiiin... 7
Settings....ov i 7
Suspend/resume.................. 7
Systemsetup ...l 63
Tempbasal ..........c.oooiiiiin 7
MICrOWaVe OVENS . ..vvvveeennenn.s 78

missed bolus reminder........... 69-70
More actionsmenu .................. 32
MRIS. .o 121
multiple daily injections (MDIs)...... 167
multiple-day trends, BG history...... 103
N
normalbolus ..................... 30,32
(0]
occlusion .......covvvin.. 116,119, 167
occlusion detected hazard alarm .... 130
OmniPod label symbols ............. 153
OmniPod system...................... 2
one-time temporary basalrate ....... 24
cancel ... 25
enable............... ..ol 24
operating temperatures..... 78,149,150
options
Boluscalcs........oovvviininin..t. 65
Extended ...................oll 68
Max basalrate .................... 68
Maxbolus ...................o.l 68
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Ratios/factors/targets ............. 66

Tempbasal ............cooiinat. 68
Options and settings................ 148
P
PDM.. .o 4,61-78

backlight time-out................ 74

batteries...............oo.n. 10, 141

BGgoal..........ooviiiiiiiL 72

blood glucose sound.............. 73

cleaning ...t 140

communication with Pod.... 133-138

customize ..., 73-75

disinfecting wipes................ 140

dropped ..., 143

ICONS vttt 154

IDscreen......c.covviiiiiiiiiien, 61

PDMlock .......coovivniann. 73-75

repair or replacement ............ 127

screentime-out................... 73

settings......coooiiiii 62

specifications .................... 150

Statusscreen.................. 61-62

storage ... 139

submergedinwater............... 77

VEISION t vttt viii
PDM error hazard alarm............. 131
PDMlock ......cocovnininiiian.n. 73,139

Set. i 75
PDM options, System setup .......... 74
personal contact information........ 105
Personal Diabetes Manager...... See PDM
physical exertion.................... 121
playing sports ...........cooiiiin.. 121
Pod......cooiiiiiii 4,43-49

applying....oooviii 51

changeprocess ................... 43

checkstatus ...........cooienn.n. 55

cleaning ...l 139

deactivating ...................... 44

expiration reminder............... 68

filling.....oovvii 46

insertingcannula ................. 53

priming..........cooooviiiiian. 49

removal................... 44-45,121

safetychecks...................... 49

specifications .................... 149

storage ..o 139
Pod error hazard alarm.............. 130
Pod expiration advisory ............. 129

Pod expired hazard alarm ........... 129
Pod occlusion hazard alarm ......... 130
prescriptions. ..o, 111
fortravel....................o.L. 110
primebolus..................... 53,167
priming, automatic.................... 8
program reminders .................. 69
protein ... 167
R
radio interference.................... 78
rapid-acting insulin ................. 119
Ratios/factors/targets option..... 66-67
record keeping................ 3,99-106
record screens .................. 99-106
alarms ... 104
all oo 105
bloodglucose.................... 102
carbohydrates ................... 104
combined records................ 105
insulin delivery................... 100
personal contact information..... 105
special symbols.............. 99,103
User Info/Support................ 105
removeaPod................ 44-45,121
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rename
basal program .................... 23
bolus presets ...................l 40
custom reminders................. 71
temporary basal presets........... 28
replace batteries.................... 142
reset
date ... 64
PDM.. i 75-76
time ... 64
resume insulin delivery............... 57

reverse correction. 14,34, 66,67, 144, 167

S

safety......oooiiiii 8,107
alertsandalarms................... 8
automatic priming ................. 8
automatic safety checks............ 8
electrical.................... 155-158

safety checks ...............coiiil 123

screentime-out..................oll 73
el 75

sensitivity factor..... See correction factor

set
backlight time-out................ 75
IDscreen......cooovvvviiiiinnnnn, 74
PDMIock ...ovvvviiiiii i, 75
screentime-out................... 75
settings,BGmeter ................... 72
SetupWizard .............cooiint. 10
sharps ..o 168
sharps container.................... 168
shock. ..o 44
shut-off, manual .................... 132
sickdays......oooiiiiiiiiiii 120
soap, solvent.................... 77,139
softkeys.........ooviiiiiiint ix, 5,168
softreset................... See reset PDM
special symbols in record screens. .. .. 99
specifications
BGmeter ...t 152
PDM ..o 150
Pod.....ovviiiii 149
SPOItS « ot 121
statusscreen................. 6-7,61-62
storage temperatures........... 149,150
stuck key advisory .................. 129

suggested bolus calculator. 2, 12,30-34,
94, 168

examples.................... 144-146

guidelines ...............oinlL 147
supplies

packing for travel ................ 110
SUFJEIY t vt 121
suspend insulin delivery.............. 55
symbols

in history records.................. 929

ONSCIEEN ...t vvi it i e 154

System labels .................... 153
symptoms

DKA . 119

hyperglycemia................... 116

hypoglycemia................ 79,112
System options and settings. ........ 148
System setupmenu.................. 63
T
tagaBGreadingresult............... 84
tags

enter ...l 73,93
targetBG..............lL 29,65, 168
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target blood glucose value........... 12
temperatures
extreme ...l 78
operating................ 78,149, 150
storage ...l 149, 150
temporarybasal .................. 12,68
temporary basal presets...... 25-28, 168
cancel ... 27
change ... 27
create. ... 25
delete ... 28
enable.................o L 26
FENAME ..ttt 28
temporary basalrate......... 23-28, 168

User Info/Support

text, entering and changing.. ..
28, 39, 40, 41

time segment

travel concerns

wireless communication technology.. 78

Up/Down Controller buttons
User Guide symbols
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My PDM Settings

Use this form to keep track of yourimportant PDM settings. Remember to update your information as you change or add settings.

Name

12:00 AM to
to
to
to
to
to
to

Rate
U/hr
U/hr
U/hr
U/hr
U/hr
U/hr
U/hr

Name

12:00 AM to
to
to
to
to
to
to

Rate
U/hr
U/hr
U/hr
U/hr
U/hr
U/hr
U/hr

Target BG (“correct to”values) for
each time segment defined, starting
at midnight. These values are used
by the suggested bolus calculator.
12:00 AM to

to

to

to

to

to

to

to

Target BG

Suggest correction
when BGis above

mmol/L

mmol/L

mmol/L

mmol/L

mmol/L

mmol/L

mmol/L

mmol/L

Insulin-to-carbohydrate ratio for each time
segment defined, starting at midnight.
12:00 AM to

to

to

to

to

to

to

to

1 unitof insulin

covers
gcarb
gcarb
gcarb
gcarb
gcarb
gcarb
gcarb
gcarb




My PDM Settings

Time that insulin will remain“active”in the body Name Rate (circle
from a previous bolus. hrs measurement)
U/hror %
U/hror %
U/hror %
Correction factor for each time segment defined, | 1 unit of insulin U/hror %
starting at midnight. decreases BG by U/hror %
12:00AM to mmol/L U/hror %
to mmol/L U/hror %
to mmol/L
to mmol/L
to mmol/L
to mmol/L Name Grams of
to mmol/L carbohydrate
to mmol/L gcarb
gcarb
gcarb
gcarb
Name Units gcarb
U gcarb
U gcarb
U gcarb
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Introduction

Généralités sur ce guide de I'utilisateur

A\

A\

Symboles
AN\ Avertisse- | Décritune réactionindésirable
@ ment potentiellement grave, ou indique
un état susceptible de provoquer le
décés ou une blessure grave.
Mise en Indique un état susceptible de
A garde provoquer des blessures légéres ou
modérées ou dendommager le
dispositif.
Remarque | Fournitdesinformations utiles.
|
~ | Conseil Offre une suggestion pour optimiser
” votre utilisation du OmniPod®
Insulin Management System.

REMARQUE|

Ce guide del'utilisateur est uniquement destiné a étre
utilisé avec le PDM modeéle CAT45F. Pour savoir quelle
version du PDM vous avez, retournez-le. Au dos du
PDM, cherchez la mention « CAT45F », Si vous voyez
cette indication, ce guide est le guide de [ utilisateur
correct. Sivous ne voyez pas « CAT45F » au dos du PDM,
veuillezappelerle service clients.

Ce guide deI'utilisateur est mis a jour périodiquement.
Visitez le site Internet omnipod.com pour consulter la
version la plus récente du guide et trouver d’autres
renseignements utiles.

Les affichages d'écrans montrés dans ce guide de l'utilisateur
sont donnés uniquement aux fins d'illustration et ne
doivent pas étre interprétés comme des suggestions pour
les réglages utilisateur. Consultez votre médecin pour
déterminer vos réglages appropriés.




Introduction

Conventions et terminologie

Les noms des touches, des touches

Icbne Uneimage surlécran du PDM quiindique
une option de menu ou une information.
Untableau desicones décranfigurea

I'Annexe.
Touches Une série de trois touches sans nom sur le
contextuelles PDM, dontlétiquette ou lafonction

apparait sur I'écran directement au-dessus
de chaque touche. Létiquette change
selon latache en cours.

Gras .
contextuelles, des menus et des écrans
sonten caractéres gras.

Italique Les termes en italique sont définis dans le
glossaire ala fin de ce guide de utilisateur.

Appuyer Appuyer puis relacher une touche ou une
touche contextuelle.

Maintenir Continuer dappuyer sur une touche

enfoncé jusqu‘a ce que lafonction soitaccomplie.

Menu Une liste d'options surle PDM. Les options
vous permettent d'accomplir des taches.

Ecran Affiche desinformations de
programmation, de fonctionnement et
d’alarme/indicateur.

Touche Un bouton physique du PDM, commela

touche Accueil/alimentation.

Informationsimportantes

ﬁ Ce dispositif ne doit étre utilisé que sur ordonnance.

Indication

Le OmniPod® Insulin Management System est destiné a
I'administration sous-cutanée (sous la peau) d'insuline selon des
débits fixes et variables, dans le cadre de la gestion du diabéte sucré
chezles personnes devant prendre de l'insuline. Il est également
congu pour lamesure quantitative du glucose dans le sang total frais
capillaire (in vitro).
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Contre-indications

Un traitement par pompe ainsuline n'est PAS recommandé chez les
personnes quisont:

« Incapables d'effectuer au moins quatre (4) tests de glycémie par
jour

« Incapables de garder le contact avec leur médecin

+ Incapables d'utiliser le systéme conformément aux instructions

Le systéme de surveillance de la glycémie FreeStyle® intégré ne doit
pas étre utilisé pour:

+ Testerunnouveau-né
« Testerdusangartériel
- Lediagnostic ou le dépistage du diabéte sucré

£\ | Lesysttme OmniPod est concu pour utiliser de
@ linsuline U-100 a action rapide. Les analogues de

linsuline U-100 a action rapide suivants ont été testés et
reconnus sans danger pour une utilisation dansle pod:
NovoRapid, Humalog® Admelog®, ou Apidra®.
NovoRapid est compatible avec le systéme OmniPod
pour une utilisation maximum de 72 heures (3 jours).
Avant d'utiliser un autre type d'insuline avecle systeme
OmniPod, vérifiez son libellé d'indication pour vous
assurer quelle peut étre utilisée avec une pompe.
Consultez I'étiquette de linsuline et suivez les directives
de votre médecin quant alafréquence de
remplacement du pod.

@

@ O

@

Non recommandé pour les personnes avec une
atteinte auditive. Vérifiez toujours votre capacité a
entendre les indicateurs et alarmes du pod et du PDM.

Saufindication contraire, les références aux bandelettes
detest (de glycémie) FreeStyle incluent a lafois les
bandelettes de test FreeStyle et FreeStyle Lite.

Le pod et le PDM peuvent étre affectés par un
rayonnement ou des champs magnétiques intenses.
Avant de subir une radiographie, un examen IRM ou
une TDM/un scanner (ou un examen similaire), retirez
votre pod et placez-le, avecle PDM, en dehors dela
zone de traitement. Consultez votre médecin pour les
directives de retrait du pod.

Veuillezlire toutes les instructions fournies dans ce
guide de l'utilisateur et vous exercer aux procédures de
contrdle dela glycémie avant d'utiliser le systeme.
Surveillez votre glycémie en suivant les directives de
votre médecin. Une hyperglycémie ou une
hypoglycémie non détectées peuvent se produire en
I'absence d'une surveillance adéquate.

Sivous étes incapable d'utiliser le systeme
conformément aux instructions, votre santé et votre
sécurité risquent d'étre mises en jeu. Parleza votre
médecin si vous avez des questions ou des soucis
concernant'utilisation correcte du systeme.
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Cedispositif est destiné a étre utilisé aux fins d'autotest
par l'utilisateur.

Sivous présentez des symptémes quine
correspondent pas a votre résultat de glycémie et que
vous avez suivi toutes les instructions décrites dans ce
guidedel'utilisateur, appelez votre médecin.

AN
AN

Votrerole: utiliser le systeme OmniPod en toute
sécurité

Parlez avec votre médecin pour établir des directives pour gérer
votre diabete et les réglages qui vous conviennent le mieux. Ces
réglages peuventinclure:

Rapportinsuline-glucides (IG) : Nombre de grammes de glucides
couverts par une unité d'insuline. Par exemple, si votre rapport
insuline-glucides est de 1:15, vous devez administrer une unité
d'insuline pour couvrir chaque quinze grammes de glucides que
Vous mangez.

Facteurde correction :Réduction de la glycémie produite par une
unité d'insuline. Par exemple, si votre facteur de correction est de 2,8,
une unité d'insuline réduira votre glycémie de 2,8 mmol/L.
Valeur de glycémie cible: e taux de glycémie que vous voulez
atteindre. Par exemple, vous pouvez vouloir conserver un taux de
glycémie proche de 5,6 mmol/L.

Duréed’actiondel'insuline :La durée pendant laquelle l'insuline
reste active et disponible dans votre corps aprés un bolus de
correction ou bolus repas.

Vos besoins individuels influenceront les réglages initiaux que vous
effectuerez avec votre médecin dans le Personal Diabetes Manager
(PDM) pendant la configuration (voir Chapitre 2, Mise en route).

Votre médecin doit vous aider a entrer ces réglages initiaux. Mais
vous serez rapidement en mesure d'entrer et de modifier vous-
méme vos réglages avec confiance et en toute simplicité.Le
systeme OmniPod est plus convivial que la plupart des appareils
électroniques que vous utilisez tous les jours. D'ailleurs, c'est la
technologie méme qui rend le systéme OmniPod si facile a utiliser.

Votre médecin est une ressource précieuse. Il vous fournira
beaucoup d'informations essentielles sur votre systéme OmniPod,
surtoutau cours des premiéres semaines et premiers mois
d'utilisation. Si vous avez des questions sur la gestion de votre
diabete apres avoir commencé a utiliser le systéme OmniPod,
n’'hésitez pas a en discuter avec votre médecin. Pour les urgences
non médicales ou les questions techniques concernant la
configuration ou le fonctionnement de votre systeme OmniPod,
vous pouvez appeler le service clients 24 heures sur 24, 7 jours par
semaine.

Serviceclients:

Appelezle service clientsau 1855 POD INFO (1855 7634636).En
dehors du Canada, appelezle 289 247 3534. Ce guide est mis a jour
réguliérement. Visitez le site Internet omnipod.com pour consulter
la version la plus récente du guide et trouver d’autres
renseignements utiles.

Xi
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Votre médecin vous donnera tous les outils et la formation dont
vous avez besoin pour obtenir de bons résultats avecle OmniPod
Insulin Management System.Néanmoins, le succés de
l'autosurveillance dépend de VOUS.Vous devez participer
activement a la gestion de votre diabéte pour pouvoir bénéficier du
niveau de controdle, de liberté et de souplesse inégalé offert par le
systeme OmniPod.

Une participation active signifie:
+  Surveiller fréquemment votre taux de glycémie

+  Apprendre comment utiliser votre systéme OmniPod et vous
exerceraux techniques correctes

« Rendre visite a votre médecin

£\ | Netentez PAS d'utiliser le OmniPod® Insulin
@ Management System avant de recevoir une formation
au systeme par votre médecin. Si vous utilisez le
systeme sans formation adéquate, votre santé et votre

sécurité risquent d'étre mises en jeu.

xii
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Administration d'insuline avecle systeme
OmniPod

Le OmniPod® Insulin Management System est un systéme innovant
pour 'administration continue d'insuline qui procure tous les
avantages d'un traitement par perfusion sous-cutanée continue
d'insuline (PSCI). Les fonctions et le design innovants du systéme
vous permettent de vivre votre vie et de gérer votre diabéte en
profitant d'une liberté, d'un confort, d'une commodité et d'une
aisance sans égal.

Un controle optimal de la glycémie offre des avantages a long terme
pour la santé qui sont documentés. Maintenir des taux de glycémie
quasi-normaux peut vous aider a vivre plus longtemps et améliorer
votre état de santé, avec moins de complications liées au diabéte. Le
systeme OmniPod offre également de nombreux avantages
pratiques au quotidien, notamment la commodité, la liberté, la
flexibilité et la facilité d'utilisation.

L'administration continue d’insuline simule au plus prés la
libération d’insuline par un pancréas sain. Depuis I'étude DCCT
(Diabetes Control and Complications Trial) sur le contréle et les
complications du diabéte, une étude jalon menée sur 10 ans,

les avantages de santé a long terme obtenus en maintenant
des taux de glycémie quasi-normaux sontlargement reconnus.

Ladministration continue d'insuline selon des débits préréglés
élimine le besoin de subir des injections et les interruptions quien
découlent. De plus, le systtme OmniPod permet de modifier
I'administration del'insuline en appuyant simplement sur une
touche pour s'adapter aux collations ou aux changements imprévus
dans laroutine quotidienne.

Le fonctionnement du systeme OmniPod est semblable a celuidu
pancréas d'une personne non diabétique, en administrant l'insuline
dedeuxfacons:

« Une petite quantité de base constante d'insuline (appelée débit
basal) est administrée automatiquement selon un débit
programmé, tout au long de la journée et de la nuit.

« Unedose supplémentaire d'insuline (appelée bolus) peut étre
administrée quand vous en avez besoin, pour correspondre aux
glucides d’'un repas ou d'une collation, ou pour corriger un taux
de glycémie élevé.
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Comment fonctionne le systéme OmniPod ?

Le pod est un petit dispositif Iéger, auto-adhésif, que vous remplissez
d'insuline et que vous portez directement sur votre corps. Le pod
administre des doses d'insuline précises et personnalisées a votre
corps par un petit tube souple (appelé canule), selon des instructions
que vous programmez dans le dispositif sans fil apparié : le Personal
Diabetes Manager. La canule est introduite une seule fois pour
chaque pod.

Le Personal Diabetes Manager, ou PDM, est un dispositif sans fil qui

tientdanslamain, etqui:

«  Programme le pod avec vos instructions personnalisées pour
I'administration d'insuline

« Surveille le fonctionnement du pod par communication sans fil

+ Inclutunlecteur de glycémie FreeStyle®

Ces deux dispositifs vous permettent de bénéficier de toutes les
fonctions et tous les avantages d'une administration continue
d'insuline et d'une surveillance de la glycémie. De plus, vous
apprécierezla sécurité, lacommodité et la liberté assurées par les
caractéristiques suivantes:

Pas detubulure

Le pod n'est pas relié au PDM par une tubulure.Vous portez le pod
confortablement et discretement sous vos vétements. Vous pouvez
transporter le PDM séparément, dans un sac a dos, un porte-
documents ou votre sac a main. Grace au OmniPod Insulin
Management System, vous navez plus besoin de vous soucier
d‘accrocher, dentortiller ou d'étre prisonnier d'une tubulure.

Calcul de bolus suggéré

Le calcul des doses de bolus n'a jamais été aussi simple. Une fois que
vous avez controlé votre glycémie, entrez les glucides pour votre
repas ou collation. En fonction de vos réglages individuels, le
systéme affiche une dose de bolus suggéré.Vous pouvez accepter la
suggestion, ou bien la modifier ou I'annuler.

Préréglages de glucides

Pour faciliter le calcul des glucides, le systéme OmniPod comprend
des «préréglages de glucides ».Vous pouvez entrer vos aliments, des
collations ou des repas complets favoris sous laforme de
préréglages de glucides. Ces préréglages contiennent les grammes
de glucides contenus dans I'aliment ou le repas. La prochaine fois
que vous mangez ce méme aliment, vous n'avez plus besoin de
calculerles glucides :il vous suffit de sélectionner votre préréglage
deglucide et le systéme effectue le calcul a votre place. Le systeme
mémorise un maximum de 36 préréglages de glucides.
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Introduction automatique de la canule

Avec le systétme OmniPod, vous n‘avez pas besoin d'introduire
manuellement le cathéter de perfusion, ni d'emporter un
introducteur a part. [l vous suffit d'appuyer sur une touche du PDM
et le systeme d'introduction automatique du pod introduit
invariablement et en toute sécurité la canule sous votre peau,
quasiment sans aucune douleur. Il lance ensuite 'administration de
linsuline selon votre débit basal programmé.

Design complétementintégré avecsurveillancedela
glycémie

Grace a son design en deux piéces, complétement intégré, vous
n'avez pas besoin de transporter des cathéters de perfusion, des
réservoirs ou des introducteurs supplémentaires. Tous ces éléments
sontintégrés dans le pod. Avec le PDM, vous pouvez vérifier votre
glycémie al'aide des bandelettes de test de glycémie FreeStyle Lite
ou FreeStyle®, sans endurer les difficultés engendrées parle
transport d’'un lecteur de glycémie séparé.

Sivous préférez utiliser un autre lecteur de glycémie, vous pouvez
entrer manuellement les mesures dans le PDM.

Conservation d’enregistrements

Une autre fonction tres pratique du systeme OmniPod est quil
conserve des enregistrements. Les tracés sur papier sont utiles, mais
il peut parfois étre ennuyeux de les transporter ou de sen servir.Le
systéeme de stockage des données du Personal Diabetes Manager
(PDM) affiche un maximum de 90 jours d'informations. Ceci
comprend les mesures de glycémie, les débits basaux et doses de
bolus, les glucides et les alarmes.

Personnalisation de votre systéeme

Vous pouvez aussi personnaliser votre systétme OmniPod d'autres
facons,comme:

«  Entreret nommer des programmes basaux
« Nommer et enregistrer des préréglages basaux temporaires
« Ajouter vos propres rappels personnalisés

«  Entrervotre nom, votre numéro de téléphone, le nom de votre
médecin et son numéro, et d'autres informations en cas
d'urgence
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Lepod

Le pod (Figure 1-1) est fixé sur votre peau par un film adhésif
semblable a un pansement adhésif.

Facesupérieure
-
o Faceinférieure
ﬁz— Orificede
Fenétre d'observation remplissage
O——— Orificed'aération
duboitier
Film adhésif
e i O e
Capuchon
d'aiguille

Le Personal Diabetes Manager (PDM)

Toutes les taches du pod sont programmeées et controlées par
lintermédiaire du Personal Diabetes Manager (PDM) qui tient
dans lamain (PDM; Figure 1-2).

Port USB

EcranLCD
[& My records
3T Settings
€ Suspend
Etiquette de
touche

tatus | | Select

Freestyle

contextuelle

Touches —
contextuelles

. Infos/assistance
Accueil/

: : utilisateur
alimentation
Commande
Port de bandelette haut/bas
detest
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Touches de programmation et de contrdle du systeme
OmniPod

Infos/
assistance
utilisateur
Accueil/ Appuyez et maintenez cette touche enfoncée
alimentation | pourallumer et éteindre le PDM. Quand le PDM
estallumé, appuyez rapidement sur cette
@ touche pour afficher I'écran Accueil, a partir

duquel vous pouvez sélectionner une option de
menu ou afficher I'écran Etat (montré plus loin
dans ce chapitre).

Commande | Appuyezsur cette touche pour faire défiler une

Appuyez sur cette touche pour ouvrir un écran
Infos/assistance utilisateur quifournit des
informations supplémentaires sur l'écran
actuellement en cours d'affichage. Licone
Infos/assistance utilisateur s'affiche quand
desinformations supplémentaires peuvent
sont disponibles. Elle peut étre affichée en haut
del'écran, adroite d'un détail d'événement
(comme un bolus suggéré) ou a droite d’'un
élément d'enregistrement (commeun
enregistrement d’historique de GL). (Voir
«lcones du Personal Diabetes Manager »a
'Annexe.)

De plus, vous pouvez appuyer et maintenir cette
touche enfoncée pendant 2 secondes pour
activer le «x mode a luminosité prononcée » pour
I'écran du PDM.

haut/bas liste des options de menu ou des chiffres
disponibles, pour effectuer la sélection voulue.
@ Maintenez la touche enfoncée pour faire défiler
plus rapidement.
Touches Les étiquettes et les fonctions des touches
contextuelles | contextuelles dépendent du menu ou de lécran
Sélact affiché. Létiquette apparait sur Iécran

directement au-dessus de la touche surlaquelle

Enregist vous appuyez. Sélect, Enregist et Retour sont
trois exemples d'étiquettes de touche

Retour contextuelle sur votre PDM.
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Principaux écrans

Les messages sur lécran vous indiquent I'une des options suivantes:

« Lidentification de votre PDM

- Létatdefonctionnement du systeme
« Laliste des sélections dumenu

«  Commentaccomplir certaines taches

Les principaux écrans du systéme sont Iécran ID (Figure 1-3), I'écran
Etat (Figure 1-4) et|écran Accueil (Figure 1-6).

Ry 17:38 31/8 = @ #s50+U 1500 112
ID PDM: Derniere GL 6,2 mmoliL
1458 11/2
Dernier bolus  1,20u
12:4511/2
Jean Dupont nA 1200
sbasal 1
0,70Uu/h
Appuyer sur "Confirm"
si correct.
Pod périm 14:56 14/2
Confirm| | Accueil | |

EcranID

Le systeme affiche un écran ID pour faciliter l'identification du PDM
lorsquiil est allumé initialement.Vous pouvez personnaliser | écran
ID en ajoutant votre nom et en sélectionnant sa couleur. (Voir pour
des détails sur la personnalisation de votre PDM.) Vous devez
acquitter Iécran ID avant de pouvoir utiliser le PDM. Il estimportant
que vous identifiiez toujours le PDM comment étant le votre avant
delutiliser.

Ecran Etat
Affiche I'état de fonctionnement actuel du systeme (Figure 1-4).
De hauten bas, Iécran Etataffiche :

+ Lheure, ladateetle résultat de la derniere vérification de la
glycémie effectuée ou entrée manuellement.

+ Lheure, ladate etla quantité totale du dernier bolus administré.

« Laquantité d'insuline active (InA) est affichée dans I'écran Etat (si
le calculateur est en cours d'utilisation).

« Lenometle débit du programme basal actif ou du programme
basal temp.

+  «Bolus prol» laquantité d'insuline et la durée d'administration
restante si un bolus prolongé est en cours d'administration.

+  «ADMINISTRATION D'INSULINE SUSPENDUE » si I'administration
diinsuline a été suspendue.

« Lheureetladate de péremption du pod.
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Siun pod n'a pas encore été activé (pendant les
remplacements du pod, par ex.), [écran affiche « Aucun pod
| f actif.Voulez-vous activer un pod maintenant? » (voir

Chapitre 5, Utilisation du pod, pour des détails sur I'activation

d’'un pod).

Infos pour lécran Etat

A partir de l'écran Etat, appuyez sur la touche Infos/assistance
utilisateur pour afficher des détails sur l'insuline active (InA)
actuellement dans votre corps (Figure 1-5).Voir page 30 pour des
informations supplémentaires décrivantl'insuline active (InA).

- 15:0011.11 A = 0 15:00 1172
Insuline Active (InA) 8 Bolus
A 130 & Plus d'options >
nA repas: ,30U I
InA de correction:0,15u & Debit _basa_l temp
Total INA: 1450 & Mes historigues >
' ’ T Réglages »
& Suspend
| Fermer Etat | | Sélect

Ecran Accueil
Affiche tous les principaux menus (Figure 1-6).

Menu Bolus pour administrer des doses de bolus.

Menu Plus d’options pour remplacer le pod, entrer des mesures
de glycémie manuellement ou associer et modifier des
marqueurs pour les mesures de GL prises dans les 2 heures
précédentes.

Menu Débit basal temp pour administrer des débits basaux
temporaires (ce sous-menu n‘apparait pas sila fonction de débit
basal temp est réglée sur Arrét sous Réglages).

Menu Mes historiques pour revoir 'administration d'insuline,
I'historique de glycémie, I'historique des alarmes, I'historique des
glucides et les informations personnelles de I'utilisateur.

Menu Réglages pour modifier, entrer et nommer des
programmes basaux et basaux temporaires, des préréglages de
glucides et de bolus, et pour personnaliser les réglages du
systeme.

Menu Suspendre pour suspendre, annuler ou recommencer
des programmes d’administration d'insuline.

Vous pouvezaccéderalécran Etata toutmomenten
appuyant sur la touche Etat a partir de I'écran Accueil.

|
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Fonctions de sécurité

Le design de pointe du systéme OmniPod inteégre les derniéres
technologies en matiére de sécurité. Les fonctions de sécurité
incorporées dans le systemeincluent:

Amorcage, contrdles de sécurité etintroduction
automatiques

Chaque fois que vous activez un nouveau pod, le systéme est
automatiquement amorcé et effectue automatiquement un
contrdle de sécurité du pod, puis introduit et amorce la canule (voir
Chapitre 5, Utilisation du pod). La technologie de microprocesseur
permet d’accomplir des milliers de contréles de sécurité en
quelques secondes a peine.

Le systeme OmniPod effectue également des controles de sécurité
du PDM. Si un probleme est détecté au niveau du PDM, du pod ou
de lacommunication entre les deux, le systeme vous l'indique en
émettant des bips et en affichant des messages sur I‘écran.

Détection d’'une occlusion

Une occlusion est un blocage ou uneinterruption de
I'administration d'insuline. Sile systtme OmniPod détecte une
occlusion, il déclenche une alarme de danger et vousinvite a
désactiver etaremplacer le pod (voir Chapitre 5, Utilisation du pod).

Une alarme de danger est déclenchée lorsqu'une moyennede 3a

5 unités d'insuline ont été omises. Ce tableau décrit la détection de
l'occlusion dans 3 situations différentes lors de I'utilisation d'insuline
U-100. Si une occlusion est évacuée, un volume d'insuline peut étre
libéré. Ce volume ne dépasserait pas le volume d'insuline
programmé a administrer.

Durée Durée

type maximum
Bolus de 5,00 U 33 minutes 35 minutes
Débit basal
de 1,00 U/h 3,0h 55h
Débit basal 51h 80h
de 0,05 U/h (Péremption du pod)

Indicateurs etalarmes

/N | Ades débitstrés bas, le fait de controler votre glycémie
@ fréguemment peut vous donner une indication précoce
d'occlusion (voir Chapitre 9).

Pour assurer votre sécurité, le systtme OmniPod offre plusieurs
indicateurs et alarmes pour attirer votre attention, ou pour vous
avertir d’'une situation dangereuse.

Confirmezsurlécran ID -les indicateurs etalarmes ne
saffichent pas surle PDM avant que I'écran ID ne soit
confirmé.

A\

Voir Chapitre 6, Utilisation du Personal Diabetes Manager, pour la
description et les directives de réglage des indicateurs et alarmes.
Voir Chapitre 10, Indicateurs et alarmes, pour une liste des alarmes
de sécurité intégrées au systéme OmniPod et les réponses
adéquates a ces alarmes.




Mise enroute

Kit de démarrage OmniPod

Le premier kit contient tout ce dont vous avez besoin pour
commencer a utiliser le systéme OmniPod.

Sivous utilisez le systéme OmniPod, demandez a votre médecin de
vous expliquer comment utiliser et configurer le systéme avant la
premiére utilisation. Pour commencer a apprendre a utiliser votre
nouveau systéme OmniPod, consultez ce guide et la section de
préformation du programme de formation interactif en ligne
d’OmniPod, dans la section Service d'assistance a la clientéle du site
Internet omnipod.com.

Sivous connaissez déja les bases du systéme, vous peaufinerez vos
connaissances grace aux formations.

Apres avoir déballé le kit de démarrage, utilisez I'étiquette « Contenu»
sur le coté de la boite pour vérifier que le kit est complet.

:

Vous pouvez remplir le formulaire de garantie en
ligne sur le site Internet omnipod.com. Garantie
limiteede 5ans.

Configuration du Personal Diabetes Manager
(PDM)

Si clest votre premier systéme OmniPod, vous devez consulter votre
médecin pour recevoir une formation au systeme et configurer le
systéme avant de I'utiliser. Pour en savoir plus sur votre nouveau
systéme OmniPod, lisezd’abord ce guide de I'utilisateur. Votre
formation sera optimisée si vous avez déja une connaissance de
base du systeme.

/| NutilisezPAS le OmniPod® Insulin Management System
@ avantd‘avoir recu laformation requise de votre médecin.
Votre médecin initialisera le systéme en fonction de vos
besoins individuels. Si votre formation estinadéquate ou
la configuration du systéme est incorrecte, votre santé et
votre sécurité risquent d'étre mises en jeu.

Préparez et conservez avec vous a toutmoment une
trousse d'urgence afin de répondre rapidement a une
| urgence liée a votre diabéte. Pour des détails, voir
Chapitre 9, Vivre avec le diabéte.
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Le Chapitre 6 décrit en détail les options du PDM. Les instructions dans Utilisez exclusivement des piles alcalines AAA pour
ce chapitre sont simplifiées pour faciliter la mise en route du systéme. A alimenter le PDM. N'utilisezjamais des piles anciennes

ou usagées; le PDMrisque de ne pas fonctionner

AllumerlePDM correctement.
1. Ouvrezle compartiment des piles au dosduPDMen
poussant puis en soulevant la languette (Figure 2-1). Aucun 3. Replacezle couvercle du compartiment des piles.
outil spécial nest requis. 4. Retournezle PDM.Le PDM sallume automatiquement.

Assistant de configuration

P Lorsque vous allumez pour la premiére fois le Personal Diabetes
Manager, I'assistant de configuration est automatiquement lancé.

Bien que la configuration soit facilitée par I'assistant, si ce systéme est

votre premier OmniPod, vous devez consulter votre médecin, qui

vous guidera dans le processus. La configuration est un processus

simple qui ne prend que quelques minutes:

« Utilisezles touches de lacommande haut/bas pouraugmenter
ou diminuer un chiffre ou pour monter ou descendre dans une
liste.

~UUYU

Bouton de Les réglages initiaux sont «—» [vides] pour la valeur de
féinitialisation glycémiecible, le rapportinsuline-glucides, le facteur de
| Correction et la durée d'action de insuline.

2. Insérezdeux (2) piles alcalines AAA neuves dans le

compartiment. «  Appuyezsur la touche contextuelle étiquetée Suite, Sélect,
Termin ou Enregist pour passer alécran suivant.

«  Appuyezsur Retour pour retourner a lécran précédent.

Le schéma al'intérieur du compartiment montre
l'orientation correcte pour les piles (Figure 2-2).

| f
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Vous pouvez définir ces parametres plus tard lorsque vos

|

besoins sont différents ou lors du réglage de votre
systeme OmniPod.

Pour vous mettre en route, appuyez sur Suite sur I'écran d'accueil de
I'assistant pour commencer la configuration de votre PDM.

Entrer'ID de votre PDM

1.

4.

Utilisezles touches de lacommande haut/bas pour faire
défiler la liste des caractéres. Le symbole de fleche
bidirectionnelle sur I'écran désigne le caractére que vous
changez.

Appuyez sur la touche contextuelle centrale (fleche droite)
pour souligner le caractére suivant.

Entrezles caractéres un par un. Par exemple, pour entrer votre
nom vous pourriezentrer J, e, a, n, [espace], D, u, p, o, n, t. (Pour
entrer un caractere vide ou un espace, allezala premiéreoula
derniére option dans le menu défilant.)

Appuyezsur Suite.

Sélectionnerla couleurdel’écranID

1.

Utilisez les touches de la commande haut/bas pour choisir
une couleur, puis appuyez sur Suite.

Votre ID et la couleur sélectionnée seront affichées sur
un écran didentification (ID) que vous devez acquitter
chaque fois que vous allumezle PDM. Assurez-vous de
toujours identifier votre PDM avant de I'utiliser.

|

Régler ladate etI'heure

1.

ik W

Utilisez les touches de lacommande haut/bas pour
augmenter ou diminuer I'heure. (Appuyez sur 12/24 h sivous
préférez un autre format de 'heure.) Appuyez sur Suite.

Entrezl'année en cours, puis appuyez sur Suite.
Sélectionnezle mois en cours, puis appuyez sur Suite.
Entrezla journée du mois en cours, puis appuyez sur Suite.

Sélectionnez le format de date que vous préférez, puis
appuyezsur Suite.

Entrer les réglages de débit basal

1.

Sélectionnez un débit basal maximum, puis appuyez sur
Suite. (Par défaut, le débit basal maximumest 3U/h.)

Sélectionnez le débit basal initial a utiliser, puis appuyez sur
Suite.

Le programme basal initial créé avec|'assistant de
configuration estnommé basal 1.Vous pouvez changer ce
nom dans le menu Réglages > Programmes basaux (voir
Chapitre 3, Comprendre et ajuster les débits basaux).

Appuyez sur Termin pour confirmer le programme basal
affiché surl'écran. Pour ajouter d'avantage de segments basaux
au programme, ou pour modifier le débit affiché, consultezle
Chapitre 3, Comprendre et ajuster les débits basaux.

Pour afficher le programme basal sous forme de liste,
appuyez sur Liste. Pour revoir le graphe, appuyez sur Graphe.

Appuyez sur Enregist pour accepter le programme basal que
vous avez réglé.

1"
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6. Sélectionnez une fonction de débit basal temporaire, puis
appuyez sur Suite. Sélectionnez % pour afficher les débits
basaux temporaires sous laforme d'un pourcentage
d’augmentation ou de réduction de votre débit basal actuel.
Sélectionnez U/h pour afficher les débits basaux temporaires
en unités par heure. Ou bien sélectionnez Arrét pour
désactiver lafonction de débit basal temporaire. Pour des
détails sur le réglage des débits basaux temporaires, consultez
le Chapitre 3, Comprendre et ajuster les débits basaux.

Vous pouvez ajouter jusqu’a 7 programmes basaux et

régler 24 segments par programme.

|

Entrerleréglage de tonalité dulecteur de glycémie et

l'objectif de GL

1. Pourrégler latonalité du lecteur de glycémie, sélectionnez
Marche ou Arrét, puis appuyez sur Suite.

2. Utilisezles touches de lacommande haut/bas pour entrer la
limite inférieure de l'objectif de glycémie (GL), puis appuyez
sur Suite.

3. Entrezlalimite supérieure pour votre objectif de GL, puis
appuyezsur Suite.

Les limites de GL inférieure et supérieure sont

uniquement utilisées quand vous affichez I'historique de

S el (voir Chapitre 8 Comprendre vos enregistrements).

4. Appuyezsur Enregist pour accepter l'objectif de GL.

é Parlez a votre médecin avant d'ajuster ces réglages.

Régler le calculateur de bolus suggéré

1.

Pour régler lafonction du calculateur de bolus suggéré,

sélectionnez Marche ou Arrét, puis appuyez sur Suite.

Sile calculateur de bolus suggéré est réglé sur Marche,

effectuezles étapes suivantes. S'il est réglé sur Arrét, le

| systéme vous invite a « Sélectionner lincrément de
bolus » eta «Entrer le bolus maximum ».

Entrer la valeur de glycémiecible

1.

Utilisez les touches de la commande haut/bas pour entrer
une valeur de glycémie (GL) cible, puis appuyez sur Suite.

Utilisezles touches de lacommande haut/bas pour entrer la
valeur « corriger si supérieur a » ou «seuil de correction » (la
valeur de GL au-dessus de laquelle vous voulez que le PDM
suggeére un bolus de correction), puis appuyez sur Suite.

Sile calculateur de bolus suggéré est réglé sur Marche,
un bolus de correction sera suggéré uniquement

| f quand votre GL est supérieure a la valeur montrée
entre crochets sur l'écran.

Pour enregistrer la valeur de GL cible, appuyez sur Termin.
Pour modifier ces réglages, sélectionnez le segment que vous
voulez modifier et appuyez sur Modif.

12



Miseenroute 2

Vous pouvez définir un maximum de 8 segments temporels
de GL cible. Pour entrer des segments supplémentaires,
sélectionnez[ajouter nvl données], puis:

a. AppuyezsurNouv.

b. Entrezune heure de début pourle segmentde GL cible,
puis appuyez sur Entrer.

¢. Entrezune heure de fin pour le segment de GL cible, puis
appuyez sur Suite.

d. Entrezune valeur de glycémie cible, puis appuyez sur
Suite.
Utilisezles touches de lacommande haut/bas pour entrer la
valeur « corriger si supérieur a» ou « seuil de correction » (la
valeur de GL au-dessus de laquelle vous voulez que le PDM
suggere un bolus de correction), puis appuyez sur Suite.

e. Lorsque vous avezfini dentrer des segments, appuyez sur
Termin.

4. Pourafficherles segments sous forme de liste, appuyez sur
Liste. Pour revoir le graphe, appuyez sur Graphe.

5. Appuyez sur Enregist pour accepter le profil de GL cible que
vous avezréglé.

Entrer la GL minimum permise pour les calculs de bolus

1. Utilisezles touches de lacommande haut/bas pour entrer
une valeur minimum de glycémie en dessous de laquelle le
systéme ne calcule pas un bolus suggéré. Les valeurs sonten
incréments de 0,1 mmol/L et vontde 2,8a 3,9 mmol/L.

2. Appuyezsur Suite.

Entrer lerapportinsuline-glucides

1.

Utilisez les touches de lacommande haut/bas pour entrer
votre rapportinsuline-glucides, puis appuyez sur Suite.

(Le rapportinsuline-glucides est le nombre de glucides, en
grammes, couvert par 1 unité d'insuline.)

Pour enregistrer le rapport, appuyez sur Termin. Pour
modifier le rapport, sélectionnez le segment que vous voulez
modifier etappuyez sur Modif.

Vous pouvez définir un maximum de 8 segments temporels
pour le rapport insuline-glucides. Pour entrer des rapports
supplémentaires, sélectionnez [ajouter nvl données], puis:

a. AppuyezsurNouv.

b. Entrezune heure de début pour le segment, puis appuyez
sur Suite.

¢.  Entrezune heure de fin pour le segment, puis appuyez sur
Suite.

d. Entrezlerapportinsuline-glucides pourle nouveau
segment temporel, puis appuyez sur Suite.

e. Pourenregistrer le nouveau rapport, appuyez sur Termin.

Pour afficher les rapports sous forme de liste, appuyez sur

Liste. Pour revoir le graphe, appuyez sur Graphe.

Appuyez sur Enregist pour accepter les rapports que vous
avezréglés.
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2 Miseenroute

Entrer le facteur de correction

1.

Utilisez les touches de lacommande haut/bas pour entrer la
réduction de votre glycémie produite par une unité d'insuline,
puis appuyez sur Suite.

Pour enregistrer le facteur de correction, appuyez sur Termin.
Pour modifier le facteur, sélectionnezle segment que vous
voulez modifier et appuyez sur Modif.

Vous pouvez définir des facteurs de correction pour 8

segments temporels au maximum. Pour entrer des facteurs

de correction supplémentaires, sélectionnez [ajouter nvi

données], puis:

a. AppuyezsurNouv.

b. Entrezune heure de début pour le segment, puis appuyez
sur Suite.

¢.  Entrezune heure de fin pour le segment, puis appuyez sur
Suite.

d. Sélectionnezlefacteur de correction, puis appuyez sur
Suite.

e. Pourenregistrerle nouveau segment de facteur de
correction, appuyez sur Termin.

Pour afficher les facteurs sous forme de liste, appuyez sur

Liste. Pour revoir le graphe, appuyez sur Graphe.

Appuyez sur Enregist pour accepter les facteurs de

correction que vous avez réglés.

A\

Régler la correctioninverse

Pourrégler la correction inverse, utilisez les touches de la
commande haut/bas pour sélectionner Marche ou Arrét,
puis appuyez sur Suite.

Sivous entrezdes glucides et que la correction inverse
est réglée sur Marche, le systéme soustrait l'insuline du
bolus repas suggéré pour compenser un taux de
glycémie bas (inférieur a la GL cible que vous avez
réglée). Quand la correction inverse est réglée sur Arrét,
le systéme ne soustrait pas d'insuline de la dose de bolus
repas suggéré en présence d'un taux de glycémie bas.
Observezles recommandations de votre médecin pour
régler la correction inverse sur Marche ou Arrét.

Entrerladurée d’action del'insuline

Utilisezles touches de lacommande haut/bas pour entrer la
durée d'action del'insuline (durée pendant laquelle l'insuline
reste active dans votre corps), puis appuyez sur Suite.

Leréglage deladurée d'action de l'insuline serta

calculer la quantité d'insuline active (InA) provenant
LY d'unbolus de correction ou bolus repas précédent,
quand vous utilisez le calculateur de bolus suggéré.
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Miseenroute 2

Sélectionner unincrément de bolus et entrer un bolus

maximum

1. Sélectionnez unincrément de bolus (augmentation ou
diminution d’'une quantité de bolus obtenue en appuyant sur
les touches de lacommande haut/bas): 0,05,0,10,0,50 ou
1,00 unité d'insuline, puis appuyez sur Suite.

2. Sélectionnezle bolus maximum pouvant étre administré en
une fois, puis appuyez sur Suite.

A\

Réglerles doses de bolus prolongé

1. Pourrégler les unités d’'une dose de bolus prolongé,
sélectionnez % pour le pourcentage du bolus total, ou
sélectionnez Unités pour les unités d'insuline. Pour
désactiver lafonction de bolus prolongé, sélectionnez Arrét.
Appuyez sur Suite.

Par défaut, le bolus maximum est de 10 unités. Parleza
votre médecin avant d'ajuster ces réglages.

Réglerl'alerte de réservoirbas

1. Sélectionnezle niveau d'insuline du réservoir auquel vous
voulez que le PDM déclenche une alarme. Sélectionnez entre
10 et 50 unités par incréments de 5 unités, puis appuyez sur
Suite.

Régler I'alerte de péremption du pod

1. Sélectionnezle nombre d’heures avant la péremption d'un
pod auquel vous voulez que le PDM vous alerte, puis appuyez
sur Suite. Les valeurs sonten incréments d'une heure et vont
de 1a24heures. (Le réglage par défaut est 4 heures.)

Le PDM vous demande alors si vous voulez activer un pod.

«  Appuyezsur Oui si vous étes prét a activer un nouveau pod. Voir
Chapitre 5, Utilisation du pod, pour apprendre comment activer
un nouveau pod.

+  Appuyezsur Non sivous ne voulez pas activer un pod a ce stade.
Le PDM affiche I'écran Accueil.

Vous pouvez appuyer sur la touche Alimentation et la
maintenir enfoncée pour éteindre le PDM a tout moment
au cours de la configuration. Sinon, le PDM séteint
automatiquement aprés 5 minutes. Si vous ne terminez
pas lintégralité de la configuration dans les 60 minutes,
vous étes automatiquement renvoyé au début de
I'assistant de configuration quand vous rallumezle PDM.

| f
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2 Miseenroute

Votre médecin vous aidera a remplir et a appliquer votre premier
pod. Le processus est simple grace aux messages a lécran, qui vous

guidenta chaque étape. Consultez le Chapitre 5, Utilisation du pod,
pour des instructions détaillées.

Vous pouvez ajuster la temporisation de l'écran etdu

" rétroéclairage du PDM. Pour plus d'informations sur
cette procédure, consultez le Chapitre 6, Utilisation
du Personal Diabetes Manager.

-~ Utilisezle formulaire a la fin de ce guide del'utilisateur

-consm pR

pourinscrire tous les réglages de I'assistant de
configuration. Dans I'éventualité ou vous devez
réinitialiser ou remplacer votre PDM, le fait d'avoir ces
réglages notés a votre disposition rend la
configuration trés facile.
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Comprendre et ajuster les débits basaux

Qu'est-ce qu'un débit basal ?

Un débit basal est une petite quantité de base d'insuline qui est
administrée, selon un débit préréglé, de facon continue pendant
une durée spécifiée.

Méme sans manger, notre corps a besoin d'une petite quantité
constante d'insuline dans le cadre des activités de la vie quotidienne.
Chezles personnes qui ne sont pas atteintes de diabéte, le pancréas
produit en permanence cette insuline basale. Chez les personnes qui
utilisentle OmniPod® Insulin Management System, le pod simule un
pancréas sain en délivrant linsuline selon le débit que vous avez
programmé dans le Personal Diabetes Manager, ou PDM.

Habituellement, environ 50 % de la dose d'insuline

quotidienne totale d'un utilisateur provient du débit basal,
L 1 etles50% qui restent proviennent des doses de bolus (voir
Chapitre 4, Comprendre et administrer une dose de bolus).

Programmes basaux personnalisés

Les besoins eninsuline varient au cours de la journée. La plupart des
utilisateurs reglent donc leur débit basal afin d’administrer
légérement plus ou légérement moins d'insuline a certaines heures.

Par exemple, un utilisateur peut avoir besoin d'un débit d'insuline
plus élevé tot le matin, et d’'un débit plus faible tard dans la soirée.
Un programme basal définit la quantité d'insuline aadministrer au
cours d'une période complete de 24 heures.

Un programme basal comprend au moins un débit basal pour la
période de 24 heures, mais pour la plupart des utilisateurs la période
sera divisée en plusieurs segments temporels, ou basaux, chacun
administrant un débit d'insuline différent.Voici un exemple de
programme basal comprenant trois segments basaux:

00h00-8h00 0,60U/h  Entre 00h00 et 08h00, le pod
administrera 0,60 unité d'insuline

par heure.

08h00-15h00 0,80U/h  Entre 08h00 et 15h00, le pod
administrera 0,80 unité d'insuline
par heure.

15h00-24h00 0,70U/h  Entre 15h00 et 24h00, le pod

administrera 0,70 unité d'insuline
par heure.
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3 Comprendre et ajuster les débits basaux

En plus des variations quotidiennes habituelles, les besoins en
insuline peuvent changer selon laroutine ou le jour de la semaine.
Par exempile, la routine scolaire ou de travail habituelle en semaine
peut étre différente de la routine du week-end, et les besoins en
insuline peuvent donc aussi étre différents. Avec I'aide de votre
médecin, vous déciderez des débits basaux les mieux adaptés a
votre style de vie et vos besoins en insuline.Vous entrerez au moins
un programme basal (votre programme basal 1) dansle PDM au
cours de la procédure de configuration (voir Chapitre 2, Mise en
route).Vous pouvez ajouter d'autres programmes plus tard a mesure
que vous effectuez un réglage plus précis de votre systeme ou
quand vos besoins changent.

Vous pouvez également créer des préréglages basaux temporaires a
utiliser quand vous avez besoin d'ajuster votre débit basal pendant
une courte période.Voir « Débits et préréglages basaux

temporaires » plus loin dans ce chapitre.

Créer un programme basal

Le Personal Diabetes Manager, ou PDM, peut enregistrer au
maximum 7 programmes basaux différents. Chaque programme
peut comprendre 24 débits, programmeés par incréments d’'une
demi-heure. Lorsque vous avez entré un programme basal dans le
PDM, il suffit d'appuyer sur quelques touches pour choisir le
programme voulu. Le pod continue a administrer l'insuline a ces
débits jusqu’a ce que vous modifiiez le programme ou que vous
choisissiez un autre programme.

ﬁ Parlez a votre médecin avant d'ajuster ces réglages.

1.

Dans I'écran Accueil, utilisezles touches de lacommande
haut/bas pour sélectionner Réglages, puis appuyez sur

Sélect.

Sélectionnez Programmes basaux (Figure 3-1), puis

appuyez sur Sélect.

My 15:00 11.11 = 15:00 11.11
Programmes basaux Programmes basaux:
Préréglages » +basal 1

Configuration systeme »
Indicateur par vibration

[ajouter nvl données]

Retour | | Sélect

Retour | | Nouv

Sélectionnez [ajouter nvl données] (Figure 3-2), puis

appuyezsur Nouv.

Pour utiliser le systeme de nommage par défaut, appuyez
simplement sur Suite. Le systeme de nommage par défaut
assigne automatiquement des noms aux programmes par
ordre numérique, comme basal 1, basal 2, basal 3.
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Comprendre et ajuster les débits basaux 3

Sivous voulez donner un nom différent au programme:

a.

Appuyez sur les touches de lacommande haut/bas pour
faire défilerlaliste des caractéres. Le symbole de fleche
bidirectionnelle sur I'écran désigne le caractere que vous
changez.

Appuyez sur la touche contextuelle centrale (fleche droite)
pour souligner le caractére suivant.

Entrez les caracteres un par un. Par exemple, si votre
routine du week-end est différente de celle des joursen
semaine, vous pouvez entrerW, e, e, k, e, n,d (Figure 3-3).
(Pour entrer un caractere vide ou un espace, allezala
premiére ou la derniére option dans le menu défilant.)

o

500 TTTT AN 1500 TT.T1

Qodifier hom.

Nom de programme
basal non valide.

Weekend Entrer un autre nom de

z basal.

Retour| »

| Suite | OK

d. Appuyezsur Suite.

|

Par mesure de sécurité, le message « Nom de
programme basal non valide » (Figure 3-4) s'affiche si
le nom que vous avez entré ne posséde pas au moins
un caractére ou sile nom est déja utilisé pour un autre
programme basal. Le systéme ne différencie pas les
majuscules des minuscules. Appuyez sur OK pour
retourner a lécran précédent et entrer un autre nom.

. Entrezle débit, en U/h, pour le premier segment basal (de

0,05 jusqu'a la limite que vous avez entrée au momentdela
configuration), puis appuyez sur Suite.

. Relisezlaliste affichant votre nouveau programme basal.

Pour utiliser le méme débit basal pendant tout le programme
de 24 heures, appuyez sur Termin et passez a [étape 7.

Sinon, pour ajouter des segments et débits basaux
supplémentaires (par exemple, un débit basal plus élevé
entre 08h00 et 15h00):

a.

Sélectionnez un segment basal existant, puis appuyez sur
Modif.

Ou bien, sélectionnez[ajouter nvl données], puis
appuyez sur Nouv.

Entrez'heure de début (0800, par exemple), puis
appuyez sur Suite. Les segments basaux sont définis par
incréments de 30 minutes.

EntrezI'heure de fin (15h00, par exemple), puis appuyez
sur Suite.
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3 Comprendre et ajuster les débits basaux

d. Entrezle débit pourle nouveau segment basal (0,80 U/h,
par exemple), puis appuyez sur Suite.

Les débits basaux en dehors du segment modifié ne
changent pas.

|

e. Répétezlesétapesaad pourchaque nouveau segment et
débit voulu, puis appuyez sur Termin.

Pour rallumer écran, appuyez et maintenez la touche
Alimentation enfoncée. Dans certains cas, simoins de
| ¥ 5minutesse sontécoulées depuis que I'écran sest
éteint, la touche Alimentation vous renvoie a lécran
surlequel vous étiez auparavant. Si plus de 5 minutes
se sont écoulées, le PDM vous renvoie a l'écran Etat.

7. Revoyezle graphe du nouveau programme basal (Figure 3-5).

8. Pourafficher le programme sous forme de liste, appuyez sur
Liste (Figure 3-6). Pour revoir le graphe, appuyez sur Graphe.
Le débit basal quotidien total qui sera administré est affiché
au bas du graphe et dela liste de chaque programme basal.

9. Pourajouterle programme a lamémoire du PDM, appuyez
sur Enregist.

Répétezles étapes 1a9 ci-dessus pour chaque programme basal
(7 au maximum) que vous voulez créer.

= 15:00 11,11

i 15:0011.11

Appuyer sur "Enregist"
pour mettre a jour

Appuyer sur "Enregist"
pour mettre a jour

"Weekend". "“Weekend".

1,004 Segment U/h
| L 00:00-08:00 0,60

0501 08:00-15:00 0,80

ol 15:00-24:00 0,70
0 6 12 18 24

Deébit basal quotidien:
16,70u

Debit basal quotidien:
16,70u

Annuler|Enregist| Liste

Annuler|Enregist| Graphe

Autoriser un programme basal existant
Dans l'écran Accueil, utilisez les touches de lacommande
haut/bas pour sélectionner Réglages, puis appuyez sur

1.

Sélect.

2. Sélectionnez Programmes basaux;, puis appuyez sur Sélect.
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3. Sélectionnezle programme voulu dans la liste (Figure 3-7),
puis appuyez sur Autoris.

o 15:00 11.11
Programmes basaux:
+basal 1

Weekend

[ajouter nvl données]

Retour

| Autoris| Sélect

|

Uneicone enforme de losange s'affiche a coté du
programme qui est actif. Vous ne pouvez pas
sélectionner le programme actif pour l'autoriser, caril
estdéjaencours.

4. Appuyezde nouveau sur Autoris pour lancer le programme
basal sélectionné. Si un pod est actif, le PDM émet des bips
pour indiquer que le programme basal choisi est en cours.

Par mesure de sécurité, vous ne pouvez pas autoriser
un nouveau programme basal pendant qu’'un

| f programme basal temporaire est en cours (voir
«Débits et préréglages basaux temporaires » plus loin
dans ce chapitre) ; vous devez d'abord annuler le
programme basal temporaire actif.

Modifier, renommer, copier ou supprimer un programme

basal

1. Dansl'écran Accueil, utilisezles touches de lacommande
haut/bas pour sélectionner Réglages, puis appuyez sur
Sélect.

2. Sélectionnez Programmes basaux, puis appuyez sur Sélect.
3. Sélectionnez un programme dans la liste, puis appuyez sur
Sélect.

Pour afficher les segments du programme basal
1. Sélectionnez Afficher, puis appuyez sur Sélect (Figure 3-8).
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3 Comprendre et ajuster les débits basaux

- 15:00 11.11 2 1500 11.11
Weekend: Weekend:

Afficher Segment U/h
Modif [ajouter nvl données]
Renommar 00:00-08:00 0,60
Copier 08.00-15:00 0,80
Suppr 15:00-2400 070

Deébit basal quctidien:
16,70u

Retour | Modif |

| Termin| Sélect

Pour modifier ou ajouter un segment ou un débit au
programme basal

1.

Sélectionnez Modif, puis appuyez sur Sélect.

Par mesure de sécurité, vous devez suspendre
I'administration d'insuline avant de modifier un

|9 programme basal actif (voir Chapitre 5, Utilisation du
pod). Noubliez pas de recommencer I'administration
aprés avoir effectué les modifications.

Sélectionnezle segment a modifier, puis appuyez sur Modif
(Figure 3-9).

Ou bien, sélectionnez [ajouter nvl données], puis appuyez
sur Nouv.

. Entrezune heure de début pour le segment que vous voulez

modifier, puis appuyez sur Suite.

. Entrezune heure de fin pour ce segment, puis appuyez sur

Suite.

. Entrezun débit basal pour le nouveau segment, puis appuyez

sur Entrer.

. Pourenregistrer le nouveau segment dans le programme

basal, appuyez sur Enregist (Figure 3-10). Si vous voulez
effectuer d’'autres modifications, répétezles étapes 2 a 5.

S 15:00 1111

Appuyer sur "Enregist”
pour mettre a jour

"Weekend".

1,00-
T

050

o0
0 6 127 18 24

Débit basal quotidien:

16,70u

Annuler Enregist| Liste

. Pour afficher le programme sous forme de liste, appuyez sur

Liste. Pour revoir le graphe, appuyez sur Graphe.
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Pourrenommer un programme basal

1. Aprésavoir sélectionné un programme dans la liste,
sélectionnez Renommer, puis appuyez sur Sélect.

2. Utilisezles touches de lacommande haut/bas pour entrer
les caractéres du nouveau nom voulu. Appuyez sur la touche
contextuelle centrale (fleche droite) pour souligner le
caractere suivant, puis appuyez sur Enregist.

Pour copier un programme basal

1. Aprésavoir sélectionné un programme dans la liste, appuyez
sur Copier pour accepter cette modification, puis appuyez
surSélect.

2. Utilisezles touches de lacommande haut/bas pour entrer
les caracteres du nom voulu pour le fichier copié. Appuyez sur
la touche contextuelle centrale (fleche droite) pour souligner
le caractere suivant, puis appuyez sur Suite.

3. Pour utiliser le méme programme basal pendant toute la
période de 24 heures, appuyez sur Enregist.

Pour modifier ou ajouter des segments au programme basal que
vous venez de copier, suivez les étapes de la section « Pour modifier
ou ajouter un segment ou un débit au programme basal », plus haut
dans ce chapitre.

- Aulieude suspendre,‘modiﬁer, puis reprendre.le
programme basal actif, essayez la méthode suivante:

copiezle programme actif, renommez-le, faites vos
modifications, enregistrez-le, puis autorisez-le.

Pour supprimer un programme basal
Aprés avoir sélectionné un programme dans la liste, appuyez sur
Suppr pour accepter cette modification, puis appuyez sur Sélect.

4. Appuyez sur Suppr pour supprimer de fagon permanente le
programme.

Par mesure de sécurité, vous ne pouvez pas supprimer
le programme basal actif.

|

Débits et préréglages basaux temporaires

Qu'est-ce qu'un débit basal temporaire ?

Un débit basal temporaire vous permet d'ajuster votre débit basal
pendant une durée prédéterminée.

Detemps a autre, il peut arriver que vous ayez besoin de modifier le
débit basal actif pour une courte durée. Si par exemple vous allez
faire du ski de fond pendant plusieurs heures, il est possible que vous
préféreriez baisser le débit basal pendant et apres cet exercice
physique. Ce type de débit s'appelle un « débit basal temporaire
ponctuel ».

Certains changements temporaires sontfaciles a prévoir eta
planifier. lls se produisent régulierement et il est possible que vous
sachiez, par expérience, comment ls affectent vos besoins en
insuline. Par exemple, vous prenez peut-étre un cours de gym deux
fois par semaine pendant plusieurs semaines ou mois, ou vous jouez
aufootavec une équipe pendant été. Pour les femmes, le
changement hormonal mensuel, qui affecte la glycémie, est un bon
exemple de changement prévisible. Pour contrer facilement ces
changements prévisibles a court terme, vous pouvez prérégler un
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3 Comprendre et ajuster les débits basaux

débit basal temporaire pour qu'il soit prét chaque fois que vous en
avez besoin.Le PDM peut mémoriser jusqu’a 7 préréglages de débit
basal temporaire.

Vous pouvez régler un débit basal temporaire d'une durée de

30 minutes a 12 heures. Lorsque cette durée limite est atteinte, le
systéeme reprend automatiquement le programme basal actif.
Lorsque vous définissezles débits en unités par heure, le systéme
OmniPod vous permet de régler des débits basaux temporaires de
0,0 U/h jusqu’a votre débit basal maximum. Lorsque vous définissez
les débits en pourcentage, vous pouvez régler des débits basaux
temporaires de « Arrét (-100 %) » jusqu'a +95 % de votre débit actif, a
condition que le débit temporaire soit inférieur ou égal a votre débit
basal maximum.

Consultez les sections suivantes pour créer, autoriser,annuler et
modifier les préréglages de débit basal temporaire.

Autoriser un débit basal temporaire ponctuel
1. Danslécran Accueil, utilisez les touches de lacommande

haut/bas pour sélectionner Débit basal temp, puis appuyez
surSélect.

2. Sivousavez créé des préréglages de débit basal temporaire,
sélectionnez [entrer manuellement] dans la liste, puis
appuyezsur Sélect.

Sivous navez pas créé de préréglages de débit basal
temporaire, le PDM omet cette étape.

3. Entrezle débit basal temporaire soit en unités par heure
(Figure 3-11), soit en pourcentage de variation (Figure 3-12),
selon lafagon dont vous souhaitez afficher les débits, puis
appuyezsur Entrer.

& 15:00 11.11 &K 15:00 1172
Entrer le débit basal Entrer débit basal temp
temp. modifié.

0,50un = -20% $

Cela diminue
temporairement le
debit basal.

Retour | | Entrer Retour | | Entrer

Au cours de la configuration initiale, avec I'aide de votre
médecin, vous avez soit réglé les débits basaux

| f temporaires sur Arrét, soit choisi d'afficher les débits sous
forme de % ou de U/h. Pour modifier ce réglage, consultez
le Chapitre 6, Utilisation du Personal Diabetes Manager.

4. Entrezladurée pour le débit basal temporaire, puis appuyez
sur Entrer.
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Comprendre et ajuster les débits basaux 3

5. Appuyez sur Confirm pour lancer le débit basal temporaire Créer un préréglage de débit basal temporaire
affiché surlécran. Le pod émet des bips pourindiquer que le 1. Danslécran Accueil, utilisezles touches de lacommande haut/
débit basal temporaire esten cours. bas pour sélectionner Réglages, puis appuyezsur Sélect.
Annuler un débit basal temporaire ponctuel 2. Sélectionnez Préréglages, puis appuyez sur Sélect.
1. Danslécran Accueil, utilisez les touches de lacommande 3. SélectionnezPréréglages débit basal temp, puis appuyez
haut/bas pour sélectionner Suspendre/annuler, puis surSélect.
appuyez sur Sélect. 4. Sélectionnez[ajouter nvl données], puis appuyez sur Nouv.
2. Sélectionnez Annuler débit basal temp (Figure 3-13), puis 5. Pour utiliser le systétme de nommage par défaut du systeme
appuyez sur Sélect. OmniPod, appuyez simplement sur Suite. Le systeme de

nommage par défaut assigne automatiquement des noms
aux programmes par ordre numérique, comme débit basal

) 15:00 11.11 temp 1, débit basal temp 2, débit basal temp 3.
Annuler débit basal Ou bien, sivous voulez donner un nom différentau
temp programme:
Suspendre a. Appuyezsurles touches de lacommande haut/bas pour

I'administration

cmir faire défilerlaliste des caractéres. Le symbole de fleche
d'insuline

bidirectionnelle sur I'écran désigne le caractére que vous
changez.

b. Appuyezsur la touche contextuelle centrale pour souligner
le caractére suivant.

c. Entrezles caractéres un par un. Parexemple, sivous
Retour | | Sélect prenez un cours de danse aérobique deux soirs par
semaine, vous pourriezentrer A, e, 1,0, b, i,q, u, e (Figure
3-14). (Pour entrer un caractére vide ou un espace, allezala
premiére ou la derniére option dans le menu défilant.)

3. Appuyez sur Confirm pour annuler le débit basal temporaire
affiché surlécran.
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3 Comprendre et ajuster les débits basaux

Le systéme ne différencie pas les majuscules des Autoriser un préréglage de débit basal temporaire
minuscules. existant

1. Danslécran Accueil, utilisez les touches de lacommande

haut/bas pour sélectionner Débit basal temp, puis appuyez
surSélect.
K 15:00 1111
Modifier nom. 2. Sélectionnezle préréglage de débit basal temporaire que
vous souhaitez utiliser dans la liste (Figure 3-15), puis appuyez
sur Sélect.
Aerobique
X 15:00 11.11 & 00:08 111
Préréglages débit basal Entrer la durée du debit
temp: basal temp.
[entrer manuellement] .
Aerobigue Débit: 0,50urh
Retour| » | Suite (0,20u/h, 20h)
d. AppuyezsurSuite. 0,5h v
6. Entrezle nouveau débit basal temporaire (ou le pourcentage
de variation), puis appuyez sur Suite.
7. Entrezla durée du débit basal temporaire,de 0,5 a 12 heures, i
puis appuyez sur Suite. Retour | | Select Retour | | Entrer

8. \Vérifiezle nom, le débit et la durée du débit basal temporaire,

. ] 3. Sivousvoulez, modifiezla durée pour le débit temporaire, par
etappuyez sur Enregist pour 'accepter.

incréments d’'une demi-heure, puis appuyez sur Entrer
(Figure 3-16).
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4. Appuyezsur Confirm pour lancer le débit basal temporaire
affiché surl'écran. Le pod émet des bips pour indiquer que le
préréglage de débit basal temporaire choisi est en cours.

Annuler un préréglage de débit basal temporaire actif

1. Dansl'écran Accueil, utilisez les touches de lacommande
haut/bas pour sélectionner Suspendre/annuler, puis
appuyez sur Sélect.

2. Sélectionnez Annuler débit basal temp, puis appuyez sur
Sélect.

3. Appuyezsur Confirm pour annuler le préréglage de débit
basal temporaire en cours.

Sivous suspendez I'administration d'insuline pendant
qu’un débit basal temp est en cours, le débit basal
| temp seraannulé lorsque vous suspendez.

Modifier, renommer ou supprimer un préréglage de débit

basal temporaire

1. Danslécran Accueil, utilisez les touches de lacommande
haut/bas pour sélectionner Réglages, puis appuyez sur
Sélect.

2. Sélectionnez Préréglages, puis appuyez sur Sélect.

3. Sélectionnez Préréglages débit basal temp, puis appuyez
surSélect.

4. Sélectionnez un préréglage temporaire dans la liste, puis
appuyez sur Modif.

Vous ne pouvez pas modifier, changer ou supprimer
un préréglage de débit basal temporaire qui esten

—, cours.

Pour modifier un préréglage de débit basal temporaire

1.

w

Sélectionnez Modif, puis appuyez sur Sélect (Figure 3-17).

. 15:00 11.11
Aerobigue
Débit: 0,20 u/h
Durée: 2,0h
Modif
Renommer

Suppr

| Termin| Sélect

Entrez un nouveau débit (ou un nouveau pourcentage de
variation) pour le préréglage, puis appuyez sur Suite.

Entrezune nouvelle durée pour le préréglage, puis appuyez
sur Enregist.

Appuyez sur Termin.
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3 Comprendre et ajuster les débits basaux

Pourrenommer un préréglage de débit basal temporaire
1. SélectionnezRenommer, puis appuyez sur Sélect.

2. Utilisezles touches de lacommande haut/bas pour entrer
les caractéres du nom voulu, puis appuyez sur Suite.

3. Appuyezsur Termin.

Pour supprimer un préréglage de débit basal temporaire
1. Sélectionnez Suppr, puis appuyez sur Sélect.

2. Appuyezsur Suppr pour supprimer de facon permanente le
préréglage.

Débit basal maximum

Qu'est-ce quele débit basal maximum?

Le débit basal maximum est une fonction de sécurité quilimite le
débit basal (U/h) pouvant étre administré par le pod. Une fois entré
danslamémoire du PDM, le maximum s'applique aux programmes
basaux normaux ainsi qu'aux débits basaux temporaires.

Avec l'aide de votre médecin, vous entrerez un débit basal
maximum initial dans le PDM au cours de la procédure de
configuration (voir Chapitre 2, Mise en route). Vous pouvezle
maodifier plus tard a mesure que vous effectuez un réglage plus
précis de votre systéme ou quand vos besoins changent.

Modifier le débit basal maximum

1. Danslécran Accueil, utilisez les touches de lacommande
haut/bas pour sélectionner Réglages, puis appuyez sur
Sélect.

2. Sélectionnez Configuration systéme, puis appuyez sur
Sélect.

3. Sélectionnez Bolus/basal/calculs, puis appuyez sur Sélect.

4. Sélectionnez Débit basal max, puis appuyez sur Sélect.

5. Entrezun nouveau débit basal maximum, puis appuyez
sur Entrer.
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Comprendre et administrer une dose de bolus

Qu'est-cequ’unbolus?

Un bolus est une dose supplémentaire d'insuline, administrée selon
les besoins pour:

«+  Correspondre aux glucides (teneur en sucre) d'un repas oud’une
collation; ce type de bolus est aussi appelé « bolus repas ».

+ Réduire laglycémielorsquielle devient trop élevée; ce type de
bolus est aussi appelé « bolus de correction ».

Cette dose supplémentaire est en plus du débit basal administré tout
aulongdelajournée et de la nuit (voir Chapitre 3, Comprendre et
ajuster les débits basaux).

Lataille d'une dose de bolus dépend des facteurs actuels au moment
ou vous administrezle bolus:

 Votre tauxdeglycémie

« Votrerapportinsuline-glucides

«  Votrefacteurde correction

+ Votreglycémiecibleetlavaleur « corriger sisupérieur a »

« Laquantitéd’insuline active (InA) des bolus repas et bolus de
correction précédents

« Votre seuil de correction, le taux de GL au-dessus duquel vous
souhaitez prendre de l'insuline pour réduire une glycémie élevée

+ Votre niveau d'activité
+ Letypeetlaquantité de nourriture que vous mangez

Avec le systétme OmniPod, vous pouvez vous adapter facilement a
toutes les situations. Il suffit d'appuyer sur quelques touches pour
ajuster le systeme a vos besoins inattendus ou changeants en
insuline.

Pendant la configuration, vous avez entré des réglages de dose de
bolus dansle PDM (voir Chapitre 2, Mise en route). Vous pouvez
ajuster ces réglages a mesure que vous effectuez un réglage plus
précis de votre systeme ou quand vos besoins changent (voir
Chapitre 6, Utilisation du Personal Diabetes Manager).

ﬁ Parlez a votre médecin avant d'ajuster ces réglages.
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4 Comprendre et administrer une dose de bolus

Options de dose de bolus

Afin de vous offrir le plus de liberté et le plus de flexibilité possible, le
systéme OmniPod propose les options de dose de bolus suivantes:

Calculateur de bolus suggéré : Quand vous souhaitez que le
systéme calcule votre bolus suggéré en fonction de vos réglages
individuels, de votre glycémie actuelle, de la quantité d'insuline
encore active dans votre corps en raison des bolus précédents, et
des grammes de glucides que vous étes sur le point de manger.

Bolus normal : Quand vous avezimmédiatement besoin d’une dose
d'insuline pour couvrir un repas ou une collation que vous étes sur le
point de manger, ou pour réduire une glycémie élevée.

Bolus prolongé : Quand vous mangez des aliments a haute teneur
en graisses ou en protéines (qui prennent plus longtemps a digérer
et qui affectent plus lentement la glycémie), ou lorsque vous
mangez sur une période plus longue (par exemple, lors d’une féte
ou pendant les vacances).

Lesfonctions de bolus du systéme OmniPod sont concues
pour étre flexibles et pratiques. Vous pouvez facilement
passer d'un bolus normal a un bolus prolongé en
appuyant sur quelques touches.

| f

Calculateur de bolus suggéré

Le calculateur de bolus suggéré laisse le systéme OmniPod
recommander votre bolus en fonction de vos réglages individuels.
Pour revoir ou ajuster ces réglages, et pour régler le calculateur de
bolus suggéré sur Marche ou Arrét, consultez le Chapitre 6,
Utilisation du Personal Diabetes Manager.

Sile calculateur de bolus suggéré est réglé sur Marche, le systeme
calcule automatiquement une dose de bolus. Sile calculateur de
bolus suggéré estréglé sur Arrét, vous devez entrer une dose de
bolus manuellement.

£\

N

Le calculateur de bolus suggéré affiche une dose de
bolus suggéré en fonction des réglages que vous avez
programmeés dans le PDM. Parlez a votre médecin
avantd'utiliser cette fonction ou d'ajuster ces réglages.

Siun bolus suggéré dépasse le bolus maximum que
vous avez réglé, Iécran de bolus suggéré affiche « Bolus
max dépassé.» (Figure 4-1). Sivous sélectionnez
Prolong ou Entrer, la confirmation suivante est
affichée: « AVERTISSEMENT: Bolus max de nn.nn U
dépassé. Accepter ce bolus et remplacer
temporairement la limite? » (Figure 4-2). Parlez a votre
médecin avant de modifier ce réglage.
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Comprendre et administrer une dosede bolus 4

£e 15:00 1172 fay 17:41 31/8

Bolus suggére: 10,05u AVERTISSEMENT: Bolus
(ajusté pour [InA) max de 10,00 u dépassé.
Glucides: 123 ¢
GL: 84 mmoliL Accepter ce bolus et
remplacer
temporairement la
limite?

10,05v ~=

Bolus max dépassé.

Retour |Prolong| Entrer Annuler[Confirm|

Calculd’'un bolus suggéré

Le calculateur de bolus suggéré produit une estimation dela
quantité suggérée pour chaque partie de bolus en fonction de vos
réglages individuels et des valeurs que vous avez entrées.

Les réglages utilisés pour calculer un bolus suggéré sont les
suivants:

« GLcible

+ Rapportinsuline-glucides (IG)
« Facteur de correction (FC)

« Duréedactiondelinsuline

Les valeurs utilisées pour calculer un bolus suggéré sont les
suivantes:

. Glactuelle
« Glucidesentrés
« Insuline active (InA)

Un bolus suggéré peut avoir uniquement un bolus de correction,
uniquement un bolus repas, ou les deux.

Bolus de correction : Comme son nom l'indique, le bolus de
correction « corrige » un taux de glycémie (GL) qui est supérieur a
votre tauxde GL cible.

Bolusrepas:Le bolus repas fournit de l'insuline pour les glucides
que vous entrezdans le systeme.

Insuline active (InA) : La quantité d'insuline encore active dans votre
corps, provenant de bolus précédents. La durée pendant laquelle
linsuline reste «active » dépend du réglage que vous avez entré
pour la durée d'action del'insuline.

Le systeme OmniPod peut uniquement soustraire
linsuline active d’'un bolus suggéré quand la GL actuelle
L I estconnue.

Consultezl’Annexe pour les formules de chaque élément du calcul
de bolus suggéré, des exemples détaillés et des directives
supplémentaires sur le fonctionnement du calculateur de bolus
suggeére.
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4 Comprendre et administrer une dose de bolus

Administrer un bolus normal

Administrer un bolus quand le calculateur de bolus

suggéré est actif

1. Aprésavoir contrélé votre glycémie, le PDM affiche les
résultats (Figure 4-3; voir la fin du Chapitre 7, Controler votre
glycémie). Appuyez sur Suite.

¢ = 15:00 11.11

8,4

mmol/L

Code de calibrage: 16
Termin | Marqu | Suite

Une valeur de glycémie reste actuelle pendant

10 minutes apres le test. Vous pouvez donc patienter
jusqu'a 10 minutes et relancer la procédure de bolus,
sans avoir a retester votre glycémie pour l'inclure dans
le calculateur de bolus suggéré.

Quand votre résultat de glycémie affiche « ELEVE » ou
«BAS », le calculateur de bolus suggéré sera désactivé.

Sivous utilisezun lecteur de glycémie distinct, autre
que le Personal Diabetes Manager (PDM), vous devrez
entrer manuellement votre glycémie. Dans I'écran
Accueil, sélectionnez Bolus, puis appuyez sur Sélect.
Utilisez les touches de la commande haut/bas pour
entrer votre valeur de GL actuelle, puis appuyez sur
Oui si vous souhaitez que le calculateur de bolus
suggéré utilise cette valeur.

Vous pouvez également entrer une mesure de GL
manuellement en sélectionnant le menu Plus
d'options, puis Ajouter mesure de GL.Voir lafindu
Chapitre 7, Contrdler votre glycémie.
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2. Sivous n'allez pas manger tout de suite, appuyez sur Non = Pourafficher desinformations détaillées sur les
(Figure 4-4). L'écran de bolus suggéré s'affiche (Figure 4-5). ’ calculs utilisés pour ce bolus suggéré, appuyez sur
Appuyez sur Entrer pour accepter le bolus suggéré. latouche Infos/assistance utilisateur et faites

défiler les écrans d'information. Appuyez sur

Ou, sivous voulez, appuyez sur les touches de lacommande o L.
Fermer pour retourner a 'écran Bolus suggéré.

haut/bas pouraugmenter ou diminuer le bolus suggéré.

Appuyez ensuite sur Entrer pour accepter le bolus. 3. Sivousallezmanger tout de suite:

a. Appuyez sur Oui (Figure 4-4), entrezla quantité de
glucides que vous allez manger, puis appuyez sur Entrer.

a 15:0011.11 E Ie : ,_115:83 LB Sivous avez déja entré un préréglage de glucide,
Allez-vous manger olus suggere. 1.U0U choisissezl'une des options ci-dessous :
maintenant? Gl: 8,4 mmoliL

« Utilisezles touches de lacommande haut/bas pour
sélectionner [entrer manuellement], puis appuyez sur
Sélect. Entrez la quantité de glucides que vous allez
manger, puis appuyez sur Entrer.

+ Utilisezles touches de lacommande haut/bas pour
sélectionner parmi Favoris, Collation ou Repas. Ensuite,
sélectionnez un préréglage de glucide que vous avez
précédemment entré (voir « Préréglages de glucides »
plus loin dans ce chapitre), puis appuyez sur Sélect.

Retour| Non | Oui Retour | | Entrer b. Appuyezsur Entrer pouraccepter le bolus suggéré

(Figure 4-6).

Dans Iécran Bolus suggéré (Figure 4-5), « Ajusté pour Ou bien appuyez sur latouche Infos/assistance

I'nA» s'affiche uniquement quand l'insuline a bord utilisateur (2) pour afficher des informations sur les

L9 (nA)estunfacteurdansle calcul. calculs utilisés pour ce bolus suggéré. Appuyez sur
Fermer pour retourner a l'écran Bolus suggéré, puis
appuyez sur Entrer.

4

1,00u
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4 Comprendre et administrer une dose de bolus

£ o

15:00 112

Bolus suggéré: 500U

(ajusté pour [nA)
Glucides: 60 g
GL: 84 mmoliL

o

5.00u

Retour |Prolong| Entrer

|

Silafonction de correction inverse est réglée sur
Marche et si votre taux de glycémie est inférieur a
votre cible, le systeme soustrait une quantité
correctrice de la partie repas du bolus.

Silafonction de correction inverse est réglée sur Arrét,
le systéme ne fait aucune soustraction quand votre
taux de glycémie estinférieur a votre cible.

5.

Sivous avez réglé l'option de rappel de glycémie sur Marche
et que vous voulez ajouter un rappel :

a. AppuyezsurOui.
b. Entrezl'heure durappel, puisappuyez sur OK.
Appuyez sur Confirm pour lancer I'administration du bolus.

Administrer manuellement un bolus (calculateur de bolus
suggéré désactivé)

1.

Dans I'écran Accueil, utilisezles touches de lacommande
haut/bas pour sélectionner Bolus, puis appuyez sur Sélect.

Entrezla quantité d’unités que vous souhaitezadministrer,
puis appuyez sur Entrer.

Silafonction des rappels de glycémie est réglée sur Marche,
vous pouvez maintenant régler un rappel de glycémie.

Appuyez sur Confirm pour lancer 'administration du bolus.

Par mesure de sécurité, le systeme OmniPod vous
permet uniqguement d’administrer un bolus égal ou
inférieur ala dose de bolus maximum que vous avez
réglée. Consultez le Chapitre 6, Utilisation du Personal
Diabetes Manager, pour des informations sur
comment modifier votre dose de bolus maximum.
Sile calculateur de bolus suggéré est réglé sur Marche,
vous pouvez entrer manuellement une valeur de
remplacement temporaire pour effectuer un
ajustementau-dessus de votre limite de bolus
maximum (Figure 4-1 et Figure 4-2). Parleza votre
médecin avant de modifier ce réglage.

|
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Administrer un bolus prolongé

Lafonction de bolus prolongé permet au systéme OmniPod
d'administrer une certaine quantité d'insuline (ou aucune)
immédiatement et d’administrer le reste pendant la durée de votre
choix.

Administrer un bolus prolongé au lieu d’'un bolus normal

1. Aprésavoir recu votre bolus suggéré, appuyez sur Prolong au
lieu de Entrer (voir Figure 4-7).

g e 1500 1172
Bolus suggéré: 5.00u
(ajusté pour 'lnA)
Glucides: 60 ¢

GL: 84 mmoliL

5.00u

4

Retour |Prolong| Entrer

Sivous avezréglé loption de bolus prolongé sur Arrét,
le PDM n'affichera pas la touche contextuelle Prolong.
Y pourdesinformations surcomment régler cette
fonction sur Marche et Arrét, consultez le Chapitre 6,
Utilisation du Personal Diabetes Manager.

. Entrezles unités d'insuline ou le pourcentage du bolus que

vous souhaitezadministrerimmédiatement (Figure 4-8), puis
appuyez sur Entrer.

&] 15:0011.11
Entrer la quantité de
bolus repas a
administrer maintenant:
Repas: 400u
Correction: 1,00u

1,00vu

“»

Retour | | Entrer

Pour apprendre comment régler des bolus prolongés
en pourcentages ou en unités, voir Chapitre 6,
|9 utilisation du Personal Diabetes Manager.
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4 Comprendre et administrer une dose de bolus

3. Entrezladurée (8 heures maximum, parincréments de
30 minutes) pendant laquelle le reste du bolus sera
administré, puis appuyez sur Entrer (Figure 4-9).La
Figure 4-10 montre un détail du bolus prolongé.

A 15:00 11,11 8 15:00 11,11

Bolus prolongé: 3,00u Lancer le bolus?

Prolonger pendant Mainte-

combien de temps? hant: 2 !00 U
Prol: U
o 3,00

1 '0 h a Total: 5'00 U
Retour | | Entrer Retour [Confirm|

4. Silafonction des rappels de glycémie est réglée sur Marche,
vous pouvez maintenant régler un rappel de glycémie.

5. Appuyez sur Confirm pour lancer I'administration du bolus.

Par mesure de sécurité, le bolus de correction est
toujours administré d'abord et ne peut pas étre
prolongé. Seul le bolus repas peut étre prolongé.

Parexemple:
Bolus total =5 unités
Bolus de correction 1unité
Bolusrepas 4unités
Administrer maintenant =2 unités
bolus de correction 1unité
bolusrepas Tunité
Prolonger=3 unités
portion repas 3unités

Par mesure de sécurité, vous ne pouvez pas
administrer deux bolus prolongés en méme temps.
Vous pouvez néanmoins annuler le premier bolus
prolongé et le remplacer par un autre bolus prolongé
(voir « Remplacer un bolus prolongé », page 37).
Vous pouvez administrer un bolus normal pendant
qu'un bolus prolongé est en cours d'administration.
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Annulerles bolus en cours

Le systéme OmniPod est extrémement flexible et vous pouvez donc
I'adapter a mesure que vos besoins en insuline changent.
L'annulation d'un bolus en cours (actuellement en cours
d’administration) est facile, méme aprés que I'administration a
débuté.

1. Pour controler I'état du pod, consultez la page 55 afin
d'obtenir des instructions détaillées. Lécran ID doit étre
confirmé avant que vous ne puissiez vérifier [état du pod.

Un message apparait sur I'écran toutau long de
I'administration d’un bolus normal (Figure 4-11).

g = 1500 11.11 B 15:00 11.11
Bolus annulé.
-~ 1,00 u administraes.
Administration du bolus
/

1,50vu

Annuler| | OK

Sil'administration du bolus est déja achevée, le
message « Administration du bolus » et Annuler
| f n‘apparaissent pas, mais I'écran Etat est affiché.

2. Appuyezsur Annuler.

Le pod émet des bips pour confirmer que le bolus estannulé.
Un message sur 'écran vous indique combien d'insuline a été
administrée avant I'annulation du bolus (Figure 4-12).

3. Appuyez sur OK pour retourner a lécran Etat.

Sivotre bolus suggéré contient un bolus de correction
etunbolus repas, le bolus de correction est toujours
| f administré en premier.

Remplacer un bolus prolongé

Vous pouvez remplacer un bolus prolongé par un autre bolus
prolongé. Le systéme vous indique la quantité du premier bolus qui
n'a pas encore été administrée.

1. Aprésavoir vu votre bolus suggéré, appuyez sur Prolong au
lieu de Entrer (voir Figure 4-7).
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4 Comprendre et administrer une dose de bolus

2. Appuyez sur Oui pourannuler le bolus prolongé en cours
(Figure 4-13).

Ou bien appuyez sur Retour pour retourner a l'écran du bolus

15:00 1111
L'ancien bolus prolonge

répassuggere. a étée annulé. Il restait
0,75 u a administrer sur
0:52.

a 15:00 11.11 al 15:00 T1.11 v

Bolus prolongé Appuyer sur "Confirm" mc;?:tgﬁ;:te ?ontinu er

. bt

actuelement activé. Egmr;?or:gl.ljcl)enr;:naen avec le nouveau bolus.

Voulez-vous annuler maintenant.

I'ancien bolus prolongé

avant de programmer le ;

nouveau bolus? | Suite |

Préréglages debolus

Les préréglages de bolus sont des quantités de bolus que vous
Retour | | Oui Retour [Confirm| programmez car elles sont fréquemment utilisées. Par exemple, si
vous prenez souvent le méme bolus au moment du déjeuner, vous
pouvez créer un préréglage de bolus pour cette quantité et I'appeler
«Déjeuner».

3. Appuyezsur Confirm (Figure 4-14).

4. Lécran affiche la quantité del'ancien bolus prolongé quil
restait a administrer (Figure 4-15). Appuyez sur Suite pour
retourner a l'écran du bolus repas suggéré.

Les préréglages de bolus sont disponibles uniquement
quand lafonction du calculateur de bolus suggéré est
réglée sur Arrét. (Sile calculateur de bolus suggéré est
réglé sur Marche, vous pouvez néanmoins utiliser les
préréglages de glucides.Voir « Préréglages de glucides »a
lapage40.)

- Vous pouvez ajouter ce qu'il restait de I'ancien
bolus prolongé au nouveau bolus.
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Comprendre et administrer une dosede bolus 4

Créer un préréglage debolus

—_

. Danslécran Accueil, utilisez les touches de lacommande haut/

bas pour sélectionner Réglages, puis appuyez sur Sélect.
Sélectionnez Préréglages, puis appuyez sur Sélect.
Sélectionnez Préréglages bolus, puis appuyez sur Sélect.
Sélectionnez [ajouter nvl données], puis appuyez sur Nouv.

Pour utiliser le systeme de nommage par défaut du systeme
OmniPod, appuyez simplement sur Suite. Le systeme de
nommage par défaut assigne automatiquement des noms
aux programmes par ordre numérique, comme bolus 1,
bolus 2, bolus 3.

Ou bien, si vous voulez donner un nom différentau
programme:

a. Utilisezles touches de lacommande haut/bas pour
entrer les caractéres du nom voulu. Le symbole de fleche
bidirectionnelle sur I'écran désigne le caractéere que vous
changez.

b. Appuyezsur la touche contextuelle centrale (fleche droite)
pour souligner le caractére suivant.

¢. Entrezles caractéres un par un. Parexemple, sivous
prenezfréquemment le méme bolus au moment du
déjeuner, vous pouvezentrerD, é,j,e,u,n, e, r (Figure 4-16).

d. Appuyezsur Suite.

Entrezla nouvelle quantité du préréglage de bolus,dans la
limite du bolus maximum que vous avez entré au moment de
la configuration, puis appuyez sur Suite.

8 15:00 11.11 A
Modifier nom.

15001111

Entrer quantité
préréglage bolus.

[entrer manuellement]
Déjeuner (2,20 u)

Déjeuner

Y
-

Retour| » | Suite Retour | | Suite

7. Vérifiezle nom etla quantité du préréglage de bolus, puis

appuyez sur Enregist pour I'accepter.

Autoriser un préréglage de bolus existant

1.

Dans Iécran Accueil, utilisez les touches de lacommande
haut/bas pour sélectionner Bolus, puis appuyez sur Sélect.

Sélectionnez le préréglage de bolus que vous souhaitez
utiliser dans la liste (Figure 4-17), puis appuyez sur Sélect.

Appuyez sur Entrer pour confirmer la quantité du préréglage
de bolus, ou, sinécessaire, utilisez les touches de la
commande haut/bas pour ajuster la quantité du bolus.

Appuyez sur Confirm pour administrer le bolus affiché sur
I'écran.
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4 Comprendre et administrer une dose de bolus

Modifier, renommer ou supprimer un préréglage de bolus

1. Danslécran Accueil, utilisez les touches de lacommande

haut/bas pour sélectionner Réglages, puis appuyez sur Sélect.

2. Sélectionnez Préréglages, puis appuyez sur Sélect.

3. Sélectionnez Préréglages bolus, puis appuyez sur Sélect.

4. Sélectionnezun préréglage dans la liste, puis appuyez sur
Modif.

Modifier un préréglage de bolus
1. Sélectionnez Modif, puis appuyez sur Sélect.

2. Entrezune nouvelle quantité d'insuline pour le bolus, puis
appuyezsur Enregist.

Renommer un préréglage de bolus
1. SélectionnezRenommer, puis appuyez sur Sélect.

2. Utilisezles touches de lacommande haut/bas pour entrer
les caractéres du nom voulu, puis appuyez sur Suite.

Supprimer un préréglage de bolus
1. Sélectionnez Suppr, puis appuyez sur Sélect.

2. Appuyezsur Suppr pour supprimer de facon permanente le
préréglage.

Annuler un préréglage de bolus actif

1. Silest éteint, appuyez et maintenez la touche Alimentation
enfoncée pour allumer le PDM. (Pour contréler I'état du pod,
consultezla page 55 afin d'obtenir des instructions

détaillées. 'écran ID doit étre confirmé avant que vous ne
puissiez contrdler Iétat du pod.) Un message apparait sur
I'écran tout au long de 'administration d'un bolus.

2. Appuyezsur Annuler.

Le pod émet des bips pour confirmer que le bolus estannulé.
Un message sur I'écran vous indique combien d'insuline a été
administrée avantl'annulation du bolus.

3. Appuyez sur OK pour retourner a lécran Etat.

Pour plus d'informations, consultez « Annuler les bolus en cours »
plus haut dans ce chapitre.

Préréglages de glucides

Les préréglages de glucides correspondent aux aliments, collations
ourepas favoris que vous mangez fréquemment. Aprés avoir entré
cesarticles, vous pouvez les sélectionner rapidement quand vous
entrez les quantités de glucides au cours de la procédure du
calculateur de bolus suggéré.

Créer un préréglage de glucide

1. Danslécran Accueil, utilisezles touches de lacommande
haut/bas pour sélectionner Réglages, puis appuyez sur Sélect.

2. Sélectionnez Préréglages, puis appuyez sur Sélect.

Sélectionnez Préréglages glucides, puis appuyez sur Sélect.

4. Sélectionnezla catégorie pour ce préréglage de glucide
(Favoris, Collation ou Repas), puis appuyez sur Sélect.

5. Sélectionnez[ajouter nvl données], puis appuyez sur Nouv.

w
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Comprendre et administrer une dosede bolus 4

6. Pour utiliser le systtme de nommage par défaut du systeme

OmniPod, appuyez simplement sur Suite. Le systeme de
nommage par défaut assigne automatiquement des noms
aux programmes par ordre numérique, comme préréglage
glucide 1, préréglage glucide 2, préréglage glucide 3.

Ou bien, sivous voulez donner un nom différent au
programme:

a. Utilisezles touches de lacommande haut/bas pour
entrer les caractéres du nom voulu. Le symbole de fleche
bidirectionnelle sur I'écran désigne le caractére que vous
changez.

b. Appuyezsurla touche contextuelle centrale (fleche droite)
pour souligner le caractére suivant.

¢. Entrezles caractéres un par un. Parexemple, sivous
mangez fréquemment un yaourt avec des fraises
pour le petit-déjeuner, vous pouvez entrer
Y,a,0,u,r1,t, [espacel,F.r,a,i,s, e (Figure 4-18).

d. Appuyezsur Suite.

. Entrezlateneuren grammes de glucides du repas, puis

appuyezsur Suite.

. Sivous le souhaitez, entrez les grammes de graisses et
protéines du repas, etle nombre total de calories. Appuyez
sur Suite aprés chaque entrée.

|

Ces unités supplémentaires ne sont pas obligatoires. Si vous
ne souhaitez pas entrer ces valeurs, appuyez simplement
sur Suite plusieurs fois pour faire défiler les écrans.

) 15:00 11.11
Modifier nom.

Yaourt Fraise

R L

Retour| » | Suite

|

Sivous entrezles grammes de fibres dans 'étape 8 a
gauche, le calculateur de bolus suggéré utilise la valeur
des glucides moins les fibres.Vous pouvez aussi, dans
I'étape 7, entrer vous-méme la quantité totale de glucides
moins les fibres. Votre médecin vous aidera a déterminer
la meilleure facon d'entrer cette valeur.

9. AppuyezsurEnregist pour ajouter le préréglage a la catégorie.

Modifier un préréglage de glucide

1.

Dans l'écran Accueil, utilisezles touches de lacommande
haut/bas pour sélectionner Réglages, puis appuyez sur Sélect.

Sélectionnez Préréglages, puis appuyez sur Sélect.
Sélectionnez Préréglages glucides, puis appuyez sur Sélect.
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4 Comprendre et administrer une dose de bolus

4.

Choisissez la catégorie du préréglage que vous voulez
modifier, puis appuyez sur Sélect (Figure 4-19).

] 15:00 11.11 ¥l 15:00 11,11
Préréglages glucides: Favoris:

Favoris Yaourt Fraise

Collation Banane

Repas [ajouter nvl données]
Retour | | Sélect Retour | Marqu | Modlif

Pour modifier la catégorie d’un préréglage de glucide

1.

2.

Sélectionnez le préréglage de glucide dont vous voulez
modifier la catégorie, puis appuyez sur Marqu (Figure 4-20).

Sélectionnez une nouvelle catégorie, puis appuyez sur Sélect.

Pour modifier un préréglage de glucide

1.

Sélectionnez le préréglage de glucide que vous voulez
modifier, puis appuyez sur Modif.

Appuyez de nouveau sur Modif dans I'écran suivant.

Pour renommer le préréglage de glucide, appuyez sur les
touches de lacommande haut/bas pour entrer les
caractéres du nom voulu, puis appuyez sur Suite.

6.

Pour effacer des caractéres, appuyez sur Haut ou Bas jusqua
cevous atteigniez le dernier caractére, ce qui vous permet de
choisir un espace vide.

Entrezlateneur en grammes de glucides du repas, puis
appuyez sur Suite.

Sivous le souhaitez, entrezles grammes de graisses et
protéines du repas, et le nombre total de calories. Appuyez
sur Suite aprés chaque entrée.

Ces unités supplémentaires ne sont pas obligatoires.
Sivous ne souhaitez pas entrer ces valeurs, appuyez
simplement sur Suite plusieurs fois pour faire défiler les
écrans.

| f

Appuyez sur Enregist pour mettre a jour le préréglage.

Supprimer un préréglage de glucide

1.

I

Dans l'écran Accueil, utilisez les touches de lacommande
haut/bas pour sélectionner Réglages, puis appuyez sur Sélect.

Sélectionnez Préréglages, puis appuyez sur Sélect.
Sélectionnez Préréglages glucides, puis appuyez sur Sélect.

. Sélectionnezla catégorie du préréglage que vous voulez

modifier, puis appuyez sur Sélect.

Sélectionnez le préréglage de glucide que vous voulez
supprimer, puis appuyez sur Modif.

Appuyez sur Suppr.

Appuyez de nouveau sur Suppr pour supprimer de facon
permanente le préréglage.
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Utilisation du pod

Procédure de remplacementdupod

Remplacezle pod au minimum toutes les 72 heures, ou au
maximum aprés 200 unités d'insuline (3 jours). Consultez
I'étiquette de l'insuline et suivez les directives de votre médecin
quanta lafréquence de remplacement du pod. Sivous le souhaitez,
vous pouvez régler un indicateur sur le Personal Diabetes Manager
(PDM) pour vous rappeler de remplacer le pod (voir Chapitre 6,
Utilisation du Personal Diabetes Manager).

£\
1
AVERTISSEMENTS !

N'appliquez PAS et n'utilisez PAS un pod si son emballage stérile
estouvert ouendommagé, oussile pod afait l'objet d'une chute
aprés son retrait de lemballage, car cela peut augmenter le
risque d'infection. Les pods sont stériles a moins que 'emballage
n‘ait été ouvert ou endommagé.

N'appliquez PAS et n'utilisez PAS un pod sil estendommagé
d'une maniere quelconque. Un pod endommagé risque de ne
pas fonctionner correctement.

Pour réduire au minimum la possibilité d'une infection du site,
n'appliquez PAS un pod sans d'abord utiliser une technique

aseptique. Cela signifie que vous devez accomplir les étapes
suivantes:

« Lavez-vousles mains.
+ Nettoyezle flacon d'insuline avec un tampon alcoolisé.
+ Nettoyezlessite de perfusion au savon eta l'eau.

« Gardezle matériel stérile éloigné de tout potentiel
bactérien.

N'utilisez PAS un pod si vous étes sensible ou allergique aux
adhésifs acryliques, ou sivous avez une peau fragile ou
facilementlésée.

Vérifiez souvent que le pod et la canule souple sont fermement
fixés et bien en place. Une canule mal fixée ou délogée risque
d'interrompre I'administration d'insuline.Vérifiez quaucune
trace d’humidité ni odeur d'insuline ne sont présentes, car cela
peutindiquer que la canule sest délogée.

N'appliquez PAS un nouveau pod avant d'avoir désactivé et
retiré I'ancien pod. Un pod qui n'a pas été correctement désactivé
peut continuer aadministrer linsuline de lafacon programmée, ce
qui présente un risque de perfusion excessive et peut-étre
d’hypoglycémie.
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5 Utilisation dupod

«  Puisqueles pods d'insuline utilisent uniquement une insuline a /N | Sivous utilisezle systéme OmniPod pour la premiére
action rapide, les utilisateurs ont un risque accru d’hyperglycémie G | .o otre médedin vous guidera dans les étapes
(glycémie élevée) sil'administration d'insuline est interrompue. N dinitialisation et d'application de votre premier pod.
Non traitée, une hyperglycémie grave peut rapidement Neessayez PAS dappliquer ou d'utiliser un pod avant
conduire a une acidocétose diabétique. 'ACD peut provoquer des d'avoir recu la formation adéquate de votre médecin.
difficultés respiratoires, un état de choc, un comaou le décés. Sivous utilisez le systéme sans formation adéquate ou
Sil'administration d'insuline estinterrompue, quelle quen soitla aveclamauvaise configuration, votre santé et votre
raison, vous devrez peut-étre remplacer Iinsuline manquante, sécurité risquent d'étre mises en jeu.

habituellement par une injection dinsuline a action rapide.
Demandez a votre médecin quelles sont les directives a suivre en

casdinterruption de I'administration d'insuline. Désactiverle pod en cours
L. . . 1. Danslécran Accueil, utilisezles touches de lacommande haut/
Réunir le matériel etles fournitures bas pour sélectionner Plus d'options, puis appuyez sur Sélect.

Réunissez les articles suivants avant de c