ssssss




Omnipod DASH® Insulin Management System User Guide

Contacts and Important Information

Customer Care

1-800-591-3455 — 24 hours/7 days

1-978-600-7850 when calling from outside the United States of America
Customer Care Fax: 877-467-8538

Website: omnipod.com
Address: Insulet Corporation
100 Nagog Park, Acton MA 01720

Emergency Services: Dial 911 (USA only; not available in all
communities)

Model Number PDM-USA1-D001-MG-USA1

Serial Number

Omnipod DASH Insulin Management System Start Date

Healthcare Provider Omnipod System Trainer

Name Name
Address Address
Phone Phone
Email Email
Health Insurance
Name Name
Address Address
Phone Phone

Policy Number Email




© 2018-2025 Insulet Corporation. Insulet, Omnipod, the Omnipod logo, DASH,
the DASH logo, Omnipod DISPLAY, and Podder are trademarks or registered
trademarks of Insulet Corporation. All rights reserved. The Bluetooth® word mark
and logos are registered trademarks owned by the Bluetooth SIG, Inc. and any

use of such marks by Insulet Corporation is under license. Contour is a registered
trademark of Ascensia Diabetes Care. All other trademarks are the property of
their respective owners. The use of third party trademarks does not constitute an
endorsement or imply a relationship or other affiliation.

Patent: www.insulet.com/patents
18296-ENG-AW Rev 13 02/25



Contents

Introduction xi
AbOULThIS USEr GUIAE ...ttt et eeee e Xi
Indications and Contraindications...........c.cocvviiiiiiiii i Xii
GeNEralWarmiNgs . ..o e Xii
Working with Your Healthcare Provider ............ccovviiiiiiiiiinnne. xiii
Safety FEAtUIES ... ettt Xiv

Getting Started

1 Your Omnipod DASH Insulin Management System 1
WEICOME .« e e 1
ThePod andPDM......couuiiiii i e 2
Navigating Screens and Entering Information ..................ooeiiene.. 4

TOUChSCIEEN BASICS .. vute ettt ettt 4
Entering NumbersandText.........ooiiiiiiiiiiiiiiiieiic e 5
Selecting, Adding, and Deleting ltems .........ccoovviiiiiiiiiiiiieennn.. 6
Navigation Icons and Navigation Shorthand .......................ooee 7
The StatUS Bar ... ..ot e e 9
The PDM's Lockand PINSCrEENS ....vvvivetieiii i 10
The PDM'SHOME SCreeN. ...ttt 12
Dashboardtab.......c..viiiniiiii i 13
Basaltab/TempBasaltab ..........c.ccoveiiiiiiiiiiiieeae 14
PodInfotab ......oueiei e 15
Last BG SECHION. ..ttt e 16
Last bOIUS SECHION . ...ttt 17
BOIUS DULION ... 17
The Home Page's MENU ......oviiiiiii i 18
PDM MeSSages tOYOU. .. ..uuueeeee it eee e 20
=T 0 3 T P 20
NOHICATIONS ..ttt e e 20
Confirmation MESSAgES ....vvvuueete ettt et e e aeeaens 20

2 Initial PDM Setup 21
The Omnipod DASHE PDMKit. ... ..coovieiiiiii e 21
Preparing for Your Training. .. ....oooeeiiiiii i e 21
General PDM SettiNgS. . .. vuv ettt 23

Turning on and personalizingthe PDM ...........ccooiiviiiiniiiennnn.. 23

iii



Contents

EnteraPIN. ..o 24
Setthetimezoneandtime. ..o 25
Setthedate . ..o 26
Basal Insulin Settings. .....vvivee i 26
MaximumBasal Rate. ......cooviiiiiii 26
CreateaBasal Program ..........cooiiiiiiiiiiii e 27
Temp basal configuration ............cooeiiiiiiiiiiii e 29
Blood GIUCOSE SEttNGS ... vveeeeeeee e e 30
Upper and lower limits for BGGoalRange ............ccceviviiiiinin... 30
PairtoaBG MEter. ... e 31
Bolus Calculator Settings. ......c.vvviiiiii i e 32
Turnthe Bolus Calculatoronoroff ..........ccooiiiiiiiiii i 32
Target BGand Correct Above values .........coovvveiiiiiiiiiiniieennnnn. 33
MinimMUM BGTOrCalcs ...vvvve e e e 34
INSUlNtO Carb RAtio. ....vveei e 34
(@oT47=T el 1 0] g 1 = Tox Lo N 35
ReVerse CorreCtioN. ....vvvrii it it 35
Duration of INSUlIN ACION ...oevneii e 35
OtherBolus SEttiNgS ... vve e e 36
MaximuUM BOIUS. ... .o 36
Extended bolus setting .......cooviiiiiiiii 36
PDM Setup Complete. .....oiiiii i e 36

User Guide

3 Changing Your Pod 37
Beginning the Pod Change Process ........ovvvvviviiiiiiiiiiiiiiieeennen, 37
First Time ActivatingaPod...........ccoiiiiiiiiiii e 38
Deactivate an ACtiVePOd ........vinuiiiiiii i 38
NOACHVE PO ...ttt e 39
Preliminary Pod Change Steps. .......ovvveiiriiiiiiii e 40
Fill the Syringe with Insulin............c.ooviiiiii 41
Fill, Pair,and Apply thePod .........coiiiiiii 42

Fillthe Pod withinsulin ..o 42
Pairthe PDM and POd. ........coiuiiiiiiiiii i 43
Prepare the Pod Site. ......oviiiii e 44
RemovethePod'sneedlecap .......ccoovviiiiiiiiiiiiiiiii 46
APPIYThePOd. ... 47
Begininsulindelivery ........c.ccoiiiiiiiii i 47
Check the INfusSioN SIte. ... v it e 48
Avoid Infusion Site INfections ...........ccooeiiii i 49
More Information about Pod Use..........c.ccoviviiiiiiiiiiiiiiiiiiien, 50




Contents

4 Entering Blood Glucose Readings 51
About Blood GIUCOSE TEStING . ... v.veeeereeeie e eeereeaeas 51
Entering Your Blood Glucose Reading from a Paired BG Meter .............. 51
Entering Your Blood Glucose Reading Manually ....................oooaiee. 53
Tagging Your Blood Glucose Reading ..........ccovvviiiiiiiiiiiinniinnnnnnn. 54
How Blood Glucose Readings are Displayed .............ccccvvvvviiiiininn... 55

5 Delivering a Bolus of Insulin 57
Bolusing with the Bolus Calculator ...........ooovviiiiiiiiiiiiii e, 57

Enter your meal information.............coevviiiiiiiiiiiii e 57
Enter your blood glucosereading..........coevvviiiiiiiiiiiiiiiinne, 58
Delivering animmediate or extended bolus.................cceiiennet. 59
Manually-calculated BOIUS. .......oovieiiii i 62
Tracking the Progress of aBoluS ........ccvviiiiiiiiiiiiii e 64
Altering a Bolus iN Progress ........ouveeeiiiiii e 65
Usingthe Food Library.........cooviiiiiiiiiiiii e 66
Add carbs tothe Bolus Calculator ............ccoeviiiiiiiiiiiiinin 67
Search forafood onthe BROWSEist. ..........ccoovviiiiiiiniiiniennnn, 69
Create a list of favorite foods on the MY FOODS list............c.ccouenenn. 70
Removing foods from the MY FOODS list...........covvviiiiiiiinnnn... 73

6 Modifying Basal Insulin Delivery 75

Using Temporary Basal Rates ...........coviviiiiiiiiiiiiiiiiiieieaes 75
Activateatempbasal.........ccooiiiiiiii 75
Activateatemp basalpreset........ccovviiiiiiiiiiii 77
Cancelatempbasal........cooeiiiiiiii 77

Switching to a Different Basal Program..............c.cooiiiiiiiiiiinnnn 78

Suspending and Resuming Insulin Delivery................ccvviiiinnnnn. 79

7 Managing Programs and Presets 81

Basal Programs . ...ttt e 81
CreateanewBasal Program...........oooiiiiiiiiiiiiiiii e 81
Review all Basal Programs ..........oouevieiiiiiiiiiiii e 82
EditorrenameaBasal Program ...........c.ocvviiiiiiiiiiiiiiiiiie e, 83
DeleteaBasal Program .........coveiiiiiiiiiiiii i 85

Temp Basal Presets. ......ooueiiii e 85
Createanewtempbasal preset........cccovviiiiiiiiiiiiiiiii i, 85
Edit orrenameatempbasal preset ........cccovviiiiiiiiiiiiii 86
Deleteatempbasal preset ........covvvviiiviiiiiiiiiiiii 87

BOIUSPIESELS .. .eee e 87
Createanew bolus preset .......oovviiiiiiiii e 87
Editorrenameaboluspreset..........covviiiiiiiiiiiii 88
Deleteabolus preset ......o.veveiniiiiiii 88




Contents

8 Browsing Your PDM Records 89
Notifications & AlarmMs SCIEENS ... .vouvieti i eee i aeeaaas 89
Overview of the Insulin and BG History Screens ............ccvvvvineinnnn 90
Date Selection. ... ..c.ovvii i 91
SUMIMANY SECHON ...ttt e e 92
Details SECtION . .ve ettt 94

Blood glucose details ........c.oviuiiiiiiiiiii i 95
BOIUS Etails. ...t 95
Carbsdetails. ......oveiiiii 97
Basalratedetails ........coeviniiiiii 97
Poddetails ......oouveeiii i 98
Insulin suspended and resumed details............ccooeeiiiiiiiiiiia.. 98
Timechangedetails .........ccooiiiiiiiii e 98
Datechangedetails...........coviiiiiiiiii i 98

9 Adjusting Settings 99

PDM DeVice SettiNgs. .. oo vttt et 99
Network connectiVity.......oo.vviriviiiii e 99
SCreen disPlay. . .....eeneeit e 101
LOCK SCIBEN. Lottt ettt e e 102
Dateand time,andlanguage...........coovviiiiiiiiii i 102
D o g T 1 ol 105
Software update (Wirelessupdate).........cooevviiiiiiiiiiiiiiieann, 106

Pod Sites SEttiNG .. .vvi i e 108

Reminder SEttiNGS .. ..vvvviii i 108
Pod exXpiration .......ccuiiiiiiiiii e 108
LOW reservoirlevel .........covuiiirii i 109
POd AULO-OFf ... 109
Check BG after Bolus reminders.......c.oveviviiniiiieiieiiieninennnns 109
Missed bolus reminders ..........oovviiiviiiiiiiiiiiiii i 110
Confidence remMiNders.......vvueeiiiii e m
Program reminders .......cooveiiii i 111
CUSTOM IEMINAEIS ... ettt ae e 112

Blood GIUCOSE SELtNGS .. v vveeieet e 113
BGGOAl RANGE .. ettt 113
Pairing, unpairing, or renamingaBGmeter...............ooi 114

Basal and Temp Basal Settings........ovuviiiiiiiiiiiiiiei e, 115
MaximumBasalRate. .........c.ooviiiiiiiii 115
TemPbasal......c.ooii 115

Bolus Delivery Settings. .....ovoviiiriiiii e 116
MaximUuM BOIUS. ...t 116
Extended bolus .......c.oovniiiii i 116
Bolus Calculator settings. ......oovvviiiiiii i 117

vi



Contents

Reference
10 Alarms, Notifications, and Communication Errors 121
OVBIVIEW . ettt e ettt ettt ettt e e e e 121
Responding to Alarms .....o.veeiii e 122
Responding to Notifications..........ooveiviiiiiiiii e 122
Priority and Predictability of Alarms and Notifications..................... 123
SoundsandVibrations..........coviiiiiiiii i 124
Hazard Alarm List .....oooneieii e 125
AdVisory Alarm List. . . ...oneee i 128
NOtICAIONS LISt ..o vuveenee et 129
Informational Signals List ..........coeviiiiiiiiiiii e 131
CommuUNICAtION EMMOrsS. . ..o 132
Error when cancelingabolus.............c.oooiiiiiiiiiiiiii i, 133
Error when sending insulin instructions to the Pod...................... 133
Error when activatingaPod ............ccccoiiiiiiiiiiiiiii 134
Error when deactivatingaPod ...........c.covviiiiiiiiiiiii 134
Silencingan Unresolved Alarm ...........ooieiiiiiiiiiiiiiiiiiiiienens 135
Podalarm .......oouiiii 135
PDMalarm ...t 135
11 Taking Care of Your PDM and Pod 137
Podand INSUNCare ........cuvviiiiii e 137
Pod and insulin Storage. .......vvviiiii i 137
Podsand theenvironment ............cocvviiiiiiiiiiiiiiiiiiinen, 137
Cleaning YoUrPod ......c.viuiiiiii i 138
e 139
PDIM StOTage . . . e ettt ettt 139
PDM and the environment .........ooevvuiiieiiiieiieini e eeaenn, 139
Cleaning YOUrPDM ... uiiit it e 140
fyoudropthePDM ......c.oiiiiiiiiii e 141
PDMBattery Care .....ooonnnie i 141
Safe use of the PDM battery ........coovveiiiiiiiiiiii i 141
PDM battery messages yOU MaY SE ... ..vuueereerreenrenneenneenneanss 143
Chargingthe PDM battery........covveiiviiiiiiiiiiiic e 143
Inserting the PDM battery during first time setup ...............coveee. 144
12 Understanding PDM and Pod Function 147
PDM and Pod Interactions..........c.evviiiiiiiiiiiiiiiiiiiie e 147
Pod actions controlled by the PDM. ..........ccooviiiiiiiiiiiiiie e, 147
What the Pod can do between PDM instructions........................ 150
AULO-Off . e 150
PDM and Paired BG Meter Interaction...........c.cccoevviiiiiiiiiiinnnnn. 151
Basal Insulin Delivery.........c.ovuuiriii i 151
Basal Programs. ......c.eeiiiii i e 152




Contents

Temporary basal rates .......oovuueiriiiiiiiii i 153
Methods to temporarily stop insulindelivery ..o 156
Immediate and Extended Boluses. ...........ooveiviiiiiiiiiiniiiiineanns 157
About Manually-Calculated Boluses. ..........cocvvviiiiiiiiiiieiienn. 157
The Bolus CalCUlator .......ouvieei e 158
Bolus Calculatorboluses. ..........cooviiiiiiiiiiiiii 158
When the Bolus Calculator doesnotwork ..o, 159
Factors used in the Bolus Calculator's calculations....................... 159
INSUlin 0N board (IOB).......vuviitii e 162
Bolus Calculatorequations ............ccooiiiiiiii i 164
Bolus Calculator rules .........o.ovveviiii i 165
Overview of the Bolus Calculator CALCULATIONS screen ................ 166
Bolus Calculatorexamples. .........ooveiiiiiiii i 168
Calculations for History SUMMaries .........c.evevvviiinieineiniennnennn.. 173
Blood glucose SUMMAIES .....ovvviviiii i 173
Insulin delivery sSummaries ..........o.vveireiiiiiininini e, 174
13 Living with Diabetes 175
Dalily ACHIVILIES. . . oottt e 175
INfusion Site ChECKS ... vt 175
Check your blood glucose frequently .........cccooeviiiiiiiiiiinnnn... 176
Prepare for EMergenCies. ... .veeeeeeeie e ee i eieenaens 177
Travelingand Vacations. ..........ooiiiiiii i 177
Keep suppliesaccessible. ...........oooiiiiiiiiiiii 178
Plan for changing time zones. ............c.cociiiii i 178
Airports and flying .....o.viiueiiii 179
Avoid Lows, Highs,and DKA ..ot 180
General precautions ........ovieiiii e 180
Hypoglycemia (low blood glucose) ..........coovviiiviiiniiiniiinnnnn. 180
Hyperglycemia (high blood glucose)..........cooevviiiiiiiiniinnnnn. 183
Diabetic ketoacidosis (DKA) .......coviviiiiiiiiiiiiiiiinien 186
Handling Special Situations. ..........cooeiviiiiiiiiiiiiii e 187
SICK AYS. .+ ettt e 187
Exercising, playing sports, or working hard ..............c.ccoeevinnenn. 188
X-rays, MRIS, and CT SCANS ...eeuveenteeteiteetenie it e eieeeiaennnes 188
Surgery or hospitalization ...........c.ccoviiiviiiiiiiiiiii 188

viii



Appendix 189
Troubleshooting PDM Startup. .......ooeeviiiiiiiiiiiiiiinineniens 189
Summary of Settings and OptioNs. .......c.vveviviiiiiiiiiiiieieeanes 190
Pod Specifications. . .....c.vee et 191
PDM Specifications .......ouvvuiviiiiiei e 193
Protection from Over-infusion or Under-infusion.......................... 194
Omnipod DASH System Label Symbols Glossary ...................o...e. 195
Omnipod DASH System Notice Concerning Interference ................. 197
Electromagnetic Compatibility ...........coooeviiiiiiiiiiiiin 198
Customer's Bill of RIghts. ........ovviiiiiiii e 202
Limited Express Warranty, Disclaimer, and Limitation of
Remedies forthe PDMand Pods ...........ccoeviviiiiiiiiiiiinennens 204
HIPAA Privacy NOTICE. . ..ottt 207

Glossary 213

Index 219




This page intentionally left blank.




Introduction

About This User Guide

Caution: This User Guide s intended for use only with Personal Diabetes
Manager (PDM) model PDM-USA1-D001-MG-USA1. To learn which version
of the PDM you have, turn it over. If you see "PDM-USA1-D001-MG-USA1"
on the back of the PDM, this is the correct User Guide. If you do not see it, call
Customer Care.

Note: Screen images shown in this User Guide are examples only and are not
suggestions for user settings. Always consult with your healthcare provider to
determine the appropriate settings for you.

Healthcare and treatment are complex subjects requiring the services of qualified
healthcare providers. This User Guide is informational only and not intended

as medical or healthcare advice or recommendations to be used for diagnosis,
treatment, or for any other individual needs. This User Guide is not a substitute
for medical or healthcare advice, recommendations, and/or services from a
qualified healthcare provider. This User Guide may not be relied upon in any way
in connection with your personal healthcare, related decisions, and treatment.
All such decisions and treatment should be discussed with a qualified healthcare
provider who is familiar with your individual needs.

This User Guide is periodically updated. Visit www.omnipod.com to see the most
recent version and to find other helpful information. To access the User Guide in
Spanish, see www.omnipod.com.

For instructions about how to use the CONTOURNEXT ONE Blood Glucose
Monitoring System, see the CONTOUR’NEXT ONE Blood Glucose Monitoring
System User Guide.

Term Meaning

Warning Alerts you to the possibility of injury, death, or other serious adverse
reactions associated with the use or misuse of the device.

Caution Alerts you to the possibility of a problem with the device associated
with its use or misuse. Such problems include device malfunctions,
device failure, damage to the device, or damage to other property.

Note Provides helpful information.
Tip Offers a suggestion for successful use of the device.
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Indications and Contraindications

Caution: Federal (US) law restricts this device to sale by or on the order of
a physician.

Indications for use

The Omnipod DASH Insulin Management System is intended for subcutaneous
delivery of insulin at set and variable rates for the management of diabetes mellitus
in persons requiring insulin.

Additionally, the Omnipod DASH System is interoperable with a compatible
blood glucose meter to receive and display blood glucose measurements.

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

«  Unable to monitor blood glucose levels as recommended by their
healthcare provider

+  Unable to maintain contact with their healthcare provider

«  Unableto use the Omnipod DASH System according to instructions

General Warnings

Warnings:

Rapid-acting U-100 insulin: The Omnipod DASH 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: NovoLog®
(insulin aspart), Fiasp® (insulin aspart), Humalog® (insulin lispro), Admelog®
(insulin lispro), Lyumjev® (insulin lispro-aabc), and Apidra® (insulin
glulisine). NovoLog, Fiasp, Humalog, Lyumjev, and Admelog are compatible
with the Omnipod DASH System for use up to 72 hours (3 days). Apidra is
compatible with the Omnipod DASH System for use up to 48 hours (2 days).
Ifyou have questions about using other insulins, contact your healthcare
provider. Fiasp and Lyumjev have a faster initial absorption than other rapid-
acting U-100 insulins; always consult with your healthcare provider and refer
to the insulin labeling prior to use.

Read all the instructions provided in this User Guide before using the
Omnipod DASH System. Monitor your blood glucose with the guidance of
your healthcare provider. Undetected hyperglycemia or hypoglycemia can
result without proper monitoring.

xii
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Warnings:

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

If you are unable to use the Omnipod DASH 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 DASH System properly.

Do not attempt to alter, modify; or disassemble any part of the
Omnipod DASH System. Doing so may put your health and safety at risk.

After use, parts of the device are considered biohazardous and can potentially
transmit infectious diseases.

Ifyou are having symptoms that are not consistent with your blood glucose
test results and you have followed all instructions described in this User
Guide, contact your healthcare provider.

The Omnipod DASH System should NOT be used at low atmospheric
pressure (below 700 hPA). You could encounter such low atmospheric
pressures at high elevations, such as when mountain climbing or living at
elevations above 10,000 feet (3,000 meters).

The Omnipod DASH System should NOT be used in oxygen rich
environments (greater than 25% oxygen) or at high atmospheric pressure
(above 1060 hPA), both of which can be found in a hyperbaric chamber.
Hyperbaric, or high pressure, chambers are sometimes used to promote
healing of diabetic ulcers, or to treat carbon monoxide poisoning, certain
bone and tissue infections, and decompression sickness.

Working with Your Healthcare Provider

Insulin pump therapy requires substantial caregiver involvement, especially with
children. Work with your healthcare provider to establish diabetes management
guidelines and settings that best fit your, or your child’s, needs. These may include:

Insulin-to-Carbohydrate (IC) Ratio: Number of grams of carbohydrate covered
by one unit of insulin. For example, if your Insulin-to-Carbohydrate Ratio is

1 to 15, then you need to deliver one unit of insulin to cover every 15 grams of
carbohydrate you eat.

Correction (or Sensitivity) Factor: How much one unit of insulin lowers your
blood glucose. For example, if your Correction Factor is 50, one unit of insulin
lowers your blood glucose by 50 mg/dL.

Target Blood Glucose (Target BG): The blood glucose level you want to achieve.
For example, you may want to keep your blood glucose close to 100 mg/dL.

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

Your healthcare provider is a valuable resource. You will rely on him or her for
critical information about your Omnipod DASH System, especially during

the first few weeks and months. When you have questions about diabetes
management after starting on the Omnipod DASH System, do not hesitate to talk
with your healthcare provider.

For technical questions about your Omnipod DASH System setup or operation,
or to order Omnipod DASH System products and supplies, you can call
Customer Care 24 hours a day, 7 days a week. See the first page of this User Guide
for your Customer Care contact information.

For technical questions about your CONTOUR*NEXT ONE Blood Glucose
Monitoring System setup or operation, or to order CONTOUR*NEXT ONE BG
meter products or supplies, see the CONTOURNEXT ONE instructions for use
for Customer Service contact information.

Your healthcare provider will give you all the tools and training you need to be
successful with the Omnipod DASH System. As you become actively involved in
your diabetes management, you can enjoy the flexibility that is possible with the
Omnipod DASH System.

Being actively involved means to frequently monitor your blood glucose levels,
to learn how to operate your Omnipod DASH System, to practice proper
techniques, and to visit your healthcare provider regularly.

Safety Features
The Omnipod DASH Systems safety features include:

Automatic priming, safety checks, and insertion

When you activate a new Pod, the Omnipod DASH System automatically primes
and performs safety checks on the Pod, then inserts and primes the cannula (a
small, thin tube). These safety checks take only a few seconds.

The Omnipod DASH System also performs safety checks on the Personal
Diabetes Manager (PDM) whenever the PDM is awake. If it detects any problems
in the PDM or the Pod—or in the communication between them—it informs you
with vibrations or beeps and on-screen messages.

xiv



Introduction

Alarms and notifications

For your safety, the Omnipod DASH System provides a range of alarms and
notifications to tell you that your attention is needed or to warn you of hazardous
situations. For a description of the PDM's alarms and notifications, see "Alarms,
Notifications, and Communication Errors” on page 121.

Note: Brief alarm and notification messages appear on the Lock screen. You must
unlock the screen and enter your personal identification number (PIN) to see the
full alarm messages.

Note: Wake up your PDM periodically to confirm that there are no notification
or alarm messages that require a response.

Warning: Do NOT attempt to use the Omnipod DASH System before you
receive training. Inadequate training could put your health and safety at risk.

Software updates

Occasionally, an update may be provided for the PDM software. The PDM
periodically checks for software updates if Wi-Fi is on. For information about
checking for and installing software updates, see "Software update (Wireless
update)" on page 106.
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CHAPTER 1
Your Omnipod DASH Insulin
Management System

Welcome

The Omnipod DASH Insulin Management System is a continuous insulin
delivery system that provides all the proven benefits of continuous subcutaneous
insulin infusion (CSII) therapy.

Features of the Omnipod DASH System include:

No tubing: There is no tubing connecting the Pod to the Personal Diabetes
Manager (PDM). You can wear the Pod under your clothes and carry the PDM
separately. You can swim wearing the Pod and leave the PDM on dryland. The
Pod is waterproof to 25 feet (7.6 meters) for up to 60 minutes (IP28).

Bolus Calculator: If your blood glucose is high or if you are planning to
eat, the PDM's Bolus Calculator can suggest a bolus dose based on your
individual settings.

Glucose readings: Your PDM can pair to and record blood glucose readings
from the CONTOUR*NEXT ONE BG meter via Bluetooth® wireless technology.
While the CONTOURNEXT ONE BG meter is the only BG meter compatible
for pairing to the PDM, you can also manually enter blood glucose readings from
any BG meter into the PDM.

Record keeping: The PDM displays up to 90 days of information, including basal
rates, bolus doses, carbohydrates, alarms, and blood glucose entries.

The Getting Started section of this book gives an overview of the basic operation
and setup of the Omnipod DASH System. The User Guide section gives
step-by-step instructions for using the Omnipod DASH System. The Reference
section explains how the Omnipod DASH System works.

Terms and conventions used in this User Guide

Screen Area of the PDM that displays menus, instructions, and messages.

Menu List of options on the screen.
Icon Animage on the screen that indicates a menu option or that
provides information.

Button Physical buttons on the PDM, such as the Power button. Also, areas
of the screen that you can tap to perform an action.

Field The area of a screen where you enter information.
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The Pod and PDM

The Omnipod DASH System is made up of two primary parts: The Pod, which
delivers insulin to your body; and the Personal Diabetes Manager (PDM), which
lets you control the Pod.

The Pod

The Pod is alightweight device that you fill with insulin and wear directly on your
body. The Pod receives insulin delivery instructions from the PDM. The Pod then
delivers insulin into your body through a small, flexible tube called a cannula.

The Pod is applied to your skin with an adhesive, similar to an adhesive bandage.
The Pod that is used with the Omnipod DASH System has a needle cap.
Top Bottom
<—— Adhesive backing
| Fill port ——> @°

: o
Airvent o)

Paper cover for
adhesive backing

b =1 O)®

T Needle cap N

Viewing window
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The Personal Diabetes Manager (PDM)

The PDM is a handheld device that controls and monitors the Pod's operations
using wireless technology.

Micro-BUSB port:
Used for charging the battery and exporting data

2 W 100% == 1:04 AM

Sep 28 o A
Dashboard Basal Pod Info < Sound/vibrate
e button
< Power button:
3 . 8 U Used for
Touchscreen ——jm—> 108 wake/sleep
and on/off
[ ]

& LAST BOLUS ® LasTBG

0.5U 120 mg/dL

Today (12:01 am) Today (Right Now)

Back button Notused Not used
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Navigating Screens and Entering Information

This section explains how to use the touchscreen, how to enter numbers or text
into the PDM, and how this User Guide describes moving between PDM screens.

Touchscreen Basics

The PDM displays messages and options for you on its touchscreen. You
communicate with the PDM by tapping or swiping your finger on the
touchscreen.

Tapping and swiping
The basic instructions for interacting with the touchscreen are explained here.
F Tap Touch the screen, then lift your finger up.
Swipe Touch a starting point and move your finger up,
% down, left, or right.

Note: Scrolling and swiping are related actions.
When you swipe up, the screen display scrolls up
to show items that are currently off-screen.

Note: A screen protector may decrease the touchscreen sensitivity.
Screen time-out and brightness

The PDM screen turns black, called timing-out, after a period of inactivity. To
control the screen time-out and brightness settings, see "Screen display" on
page 101. The PDM screen dims 6-10 seconds before it times out. If the screen
dims, touch the screen briefly to prevent the screen from timing out.
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Entering Numbers and Text

Tappingfields to enter data

Fields allow you to specify values to be used by the PDM. Tapping an editable field
(which is either framed by a box or underlined) opens a keypad, number pad or

scroll wheel. Tap the letters or numbers or scroll the wheel to enter data for use in
that field.

8 " <— Editablefields are underlined or framed by a box.

1 u <— Non-editablefields are not underlined or framed by a box.

Tapping blue and underlined text brings up a screen where you can view an
explanation or enter data.

Using a keypad

Tapping in an editable field brings up a keypad. To bring up a different keypad, tap
the 2123, ABC, or =\< in the lower left of a keypad.

o| Tapacharacter toadd it to the text field.

QW WZ E3 Rd Ti YE U7 |B OQP
Touch aletter in the top row for a second to
ASDFGH J K L | displayotheroptionssuchasanumberoran
accented letter such as é.

4 ZXCVBNM Tap the up-arrow () to toggle between
uppercase and lowercase letters. Tap the
up-arrow twice in rapid succession to type in
ALL CAPITALS mode. Tap the up-arrow one
more time to exit ALL CAPITALS mode.

71123

123 4567890
Tap the spacebar icon ( )toadd aspace
@# S % & - + () | betweencharacters.

Tap the backspace icon (€3) to delete the

e M e g
' most recent entry from the entry field.
ABC /. @ Tap the green checkmark ( ° ) to close the
keypad when you have finished entering
N | + Y+ x4 A your text.
Note: The PDM considers CAPITAL and
ERNCRRCEEY A R lowercase letters to be the same. In other
words, the PDM considers "WEEKEND" and
m3 \ © ® ™ % [ ] "weekend" to be the same name.

ABC | < >.@
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Using a number pad

9 Tap a number to add it to the entry field. Tap the period

(-) to add a decimal point. Tap the backspace icon (€3)

9 6 , | todeletethemostrecententry from the entry field. The

7 8 9 @ | commay(),dash(-),and underscore (_)arenotused.
0

@ | Tapthegreen checkmark ( ° ) to accept the entered
number. You can also tap outside the number pad to
accept the entered number.

3 =

Using a scroll wheel

Place your finger on the scroll wheel. Move your finger up to select
0.80 umr| asmaller number and down to select a larger number. The faster
0.75 un| Youmoveyour finger, the faster the wheel will scroll.

When your desired selection is shown in the center of the wheel,
select the value by tapping it or by tapping outside the scroll wheel.

Usingaslider

Use sliders to select a value from a scale. Place your finger on the small open circle
and move your finger until your desired value is displayed. Depending on the
on-screen graphic, you may move your finger vertically or in a circle to move

the slider. Move your finger up or clockwise for a larger number and down or
counterclockwise for a smaller number. Lift your finger when the desired value

is displayed.

70 Move slider around the circle

Move slider up 60
ordown O

55

50

Selecting, Adding, and Deleting Items

Toggles
@ Tapatoggle to change the selection from one side to the other.

Toggles allow you to choose between two options or to turn a feature on or
off. The toggle is on the right side and blue when a feature is on, and on the
left and gray when a feature is off.
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Checkboxes, radio buttons, and drop-down lists
O

Checkboxes are squares. Tap a checkbox to check or uncheck it. You can
check more than one checkbox in alist.

® Radio buttons are circles. Tap a radio button to select it. A dot appears inside
the selected radio button. You can select only one radio button at a time. To
deselect a radio button, tap the radio button next to a different option.

( 1 } Drop-down lists are indicated by a down or up
e arrow next to an item. The currently selected setting

appears to the left of the drop-down arrow. To select

M DBARe adifferent option, tap the down arrow to show the
19 | drop-downlist of options. To replace the currently
DD/MM/YYYY 20 | selected option at the top, tap the desired option

from the drop-down list.
DD.MM.YYYY ar

YYYY-MM-DD

@ A plus symbol in a circle indicates that you can add an item to a list. Tap the
plus symbol to add the item to the list.

Tap the up arrow to hide the list of options.

® A red xina circle indicates that you can remove an item from a list. To
remove the item, tap the red x.

Navigation Icons and Navigation Shorthand

The PDM has buttons below the screen that can be used for navigation. In
addition, some screen icons can be used for navigation.

Back arrow and back button

Many screens display a "back” arrow icon in the upper left corner.
Tapping the back arrow returns to the previous screen.

Tapping the left-hand button below the PDM screen

generally also returns to the previous screen. w
Note: The middle and right-hand buttons below the

PDM screen have no function.

Optionsicon

The Optionsicon (§ ) appears on the

. . .|\ right-side of certain lists. Tapping the
ke 10:30 C) Options icon brings up a list of options
relevant to the item on that row.
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Navigation shorthand

The User Guide uses the ">" symbol to indicate navigating from one screen to
another. For example, the following notation:

e Menuicon (=) >Pod>CHANGEPOD
tells you to:
1.  Tapthe Menuicon (= ) in the upper left of the Home screen.
2. TapPodto open the Pod screen.
3. TapCHANGEPOD.
e Menuicon (= ) > History:Insulin &BG History
tells you to:
1.  Tapthe Menuicon (=) in the upper left of the Home screen.

2. Expandthe History entry; if it is collapsed, by tapping anywhere in the
row with the word "History."

When expanded, selections for the Notifications & Alarms history
screen and the Insulin & BG History screen appear.

3. TapInsulin &BGHistory.
o Settingsicon (Q) > Reminders > Pod Expiration
tells you to:
1.  Tapthe Settingsicon (Q) in the upper right of the Home screen.
2. TapReminders.
3. TapPod Expiration.
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The Status Bar

3 ® 100% = 1:04AM P

Most screens have a status bar that shows you:
»  ThePod status, including how much insulin is D mel | Pedie
left in an active Pod
o Whethera temp basal rate is running By
.OU
o Whether the PDM will vibrate for selected o8
notifications
* The Bluetooth icon {5 LasT BOLUS @ LasTBG
« IfWi-Fiison, the strength of the Wi-Fi signal 0.5u 120mg/a
Today (12:01 am) Today (Right Now)
o Thestatus of the PDM's battery
o Thecurrenttime G
Status bar icon definitions:
D More than 50 units in Pod Airplane mode on
@ Between 50 and 26 units in Pod Vibration mode on
@ Between 25 and 5 units in Pod Bluetooth setting on

Less than 5 units in Pod

Wi-Fi on: strong signal

PDM unable to communicate
@ with Pod; units in Pod
shown as "- -" when unable to

Wi-Fi on: good signal

communicate.
D No active Pod Wi-Fi on: fair signal
Temp basal rate active Wi-Fi on: low signal

gt O o0 E &

Wi-Fi on: no signal

The PDM's battery icons, during normal operation and while charging, are:

B B 100% to 31% charge

- 30% to 16% charge

— 15% to 0% charge

For charging instructions, see"Charge the battery" on page 22.
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The PDM's Lock and PIN Screens

After you set up your PDM, the Lock and PIN screens appear whenever you wake
up your PDM. The Lock and PIN screens help confirm that you are using the
correct PDM.

The Lock screen displays: % W 00%  5:46 AM

o Your selected background image

o Your customized message

«  Theamount of insulin on board, if the XXXXXXX
Bolus Calculator is on Insulin On Board

o Today'sdate 0vu

o Anyalarm or notification messages AT

Warning: Always identify the
PDM as yours before using it. Using

. i 5:46
someone else's PDM can result in $:S‘,""‘-:, Insulin o an
. . . . e Insulin suspension perio as ...
incorrect insulin delivery for both
ofyou.
Unlock your PDM

swipe to unlock

In the remainder of this User Guide,
instructions to "wake up" or "unlock" the
PDM mean to do the following:

1. Press the Power button briefly. See the PDM image on page 3 for the location
of the Power button.

2. Unlock the Lock screen by either swiping left to right or by swiping up from
the bottom. The PIN screen appears.

Enter your 4-digit PIN.
4. Tap the checkmark. The Home screen or your most recent screen appears.

Note: Ifahazardalarm oranadvisory alarm is occurring, the alarm
message appears.

10



Omnipod DASH® Insulin Management System 1

Lockyour PDM

Tolock your PDM when you are finished using it:

1. Pressthe Power button briefly. This locks the PDM by putting it to sleep.
2. Storeyour PDM in asafe, accessible location.

Caution: Only press the Power button briefly. If the PDM asks if you would like
to "Power off," tap outside the message to cancel the instruction. Once you begin
using your PDM, do not turn the power off. The PDM can sound an alarm only
when powered on.

Forgotyour PIN?

You can use the last four digits of the PDM's serial number as an alternate PIN:
1. Find the serial number next to the @ icon on the back of your PDM.
2. Note thelast four digits of the serial number.

3. Enter those four digits on the PIN screen and tap the checkmark.

Ifyou have problems with your PIN, call Customer Care.

11
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The PDM's Home Screen

The Home screen provides information about recent boluses, blood glucose
values, the active basal rate, and the active Pod. It also provides access to the PDM
functions, alarm information, and settings. The Home screen also has a Bolus
button to give quick access to the bolus screen.

Today'sdate  Settingsicon

Status bar 3 W 100% = 1:04 AM

Menuicon A <— Notifications &

Alarms icon
Tablabels: The B-Dashboard Pod Info
nameofthe |~
visible tabis blue
and underlined.
3 8 i <—— Tabarea
ey The Dashboard tabis

visible in thisimage

& LAST BOLUS @ LasTBG
Amountand 0.5 Value and time of
. —U.JU 1 20 mg/dL :
time Of most Today (12:01 am) Today (Right Now) most recent bIOOd

recent bolus

Bolus button —é@

Bolus

glucose reading

The tab area of the Home screen can display bolus information on the Dashboard,
basal information, or Pod information. To change which information is displayed:

«  Tap Dashboard, Basal, or Pod Info to display each tab.
Swipe right or swipe left in the middle section to move between the tabs.

Note: Ifan immediate bolus is running, a bolus progress bar is shown on the
Home screen, and the Bolus button and three tabs are not visible (see "Immediate
bolus progress” on page 64). A button to cancel the bolus is visible.

12
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Dashboard tab

The Dashboard tab is available if the
Bolus Calculator is on and is usually not
available if the Bolus Calculator is off.

When the Bolus Calculatorison

When the Bolus Calculator is on, the
Dashboard tab displays:

¢ |OB (insulin on board), when IOB
is available.

o |OBisNot Available, when the
Bolus Calculator is disabled. Tap the
icon for alist of reasons for the
Bolus Calculator to be disabled.

A progress bar appears when a bolus is in
progress (see "Tracking the Progress of a
Bolus" on page 64).

When the Bolus Calculator is off

When the Bolus Calculator is off; there
are usually only two tabs: Basal and Pod
Info. The Dashboard tab displays only
when an extended bolus is running (see
"Tracking the Progress of a Bolus" on
page 64).

3 W 100% = 1:04 AM
= Sep 28 o A
Dashboard Basal Pod Info

3.8u
10B
0

& LAST BOLUS ® LrsTEG
0.5y 120 mgraL
Today (12:01 am) Today (Right Now)

Bolus

13
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Basal tab / Temp Basal tab

This tab is labeled Basal or Temp Basal, depending on whether a Basal Program or
temp basal is active.

Basal Program

By default, the Basal tab shows @ 50+ 3 W 100% = 1:08AM
the name and graph of the active
Basal Program. = Sep 28 c A

Alabel below the Basal Program'’s

Dashboard Basal Pod Info

name indicates whether the listed

Basal Program is: Weekday

o Active—This program is ~ Active Basal Program
running on the active Pod. 10.95 U/hr ; ;
0.95 T T 0.9

o Suspended—This program
will resume when you resume
insulin delivery. Total: 20.5 U/day VIEW

12am 8:30am 4pm 12am

o Current—Thereis no active
Pod. This program will be sent to
your next Pod during activation.

When there is an active Basal 05 U 1 20 mg/dL
Program, a green line marks the Today (12:01 am) Today (3 min ago)
current time. The numbers above the

graph indicate the basal rate for each

time segment.

The total daily amount of basal Bolus

insulin is shown beneath the graph.

This total is the amount of insulin that the active Basal Program is scheduled to
deliver in a 24-hour period. This total does not account for temp basals or boluses.
To see the total amount of insulin that your Pod has actually delivered, including

temp basals and boluses, see "Overview of the Insulin and BG History Screens" on
page 90.

& LAST BOLUS ® LasTBG

Tap VIEW to see details about other Basal Programs (see page 81).

Temp basal

Ifa temp basal is running, the Basal tab is labeled Temp Basal and is highlighted in
green. It displays the temp basal graph and allows you to cancel the temp basal.

14



Omnipod DASH® Insulin Management System 1

Pod Info tab

The Pod Info tab shows whether there
isan active Pod, and, if so, how much
insulin is left in the Pod and when the
Pod will expire.

If the PDM cannot communicate with
an active Pod, the Pod Info tab says
"No Pod Communication.” Tap the
@ icon for a list of reasons why the
PDM may not be able to communicate
with the Pod.

Note: Even when there isno
communication, the Pod continues
delivering insulin according to the
instructions it was given. See “What the
Pod can do between PDM instructions”
on page 150 for details.

Tip: Bringing the PDM and the active
Pod within 5 feet of one another may
quickly restore their communication.

Ifthere is no active Pod, the Pod Info
tab says "No Active Pod." To setup a
new Pod, see "Changing Your Pod" on
page 37.

Ifthere is an active Pod, tap VIEW POD
DETAILS to bring up a screen that lets
you deactivate or change your Pod.

The VIEW POD DETAILS screen shows:
o Amountof insulin in the Pod.

o  Time of the last successful
communication between the PDM
and Pod.

o Dateand time of the
Pod's expiration.

o Anyactive reminders.
o ACHANGEPOD button.

Tip: You can also access this screen

by tappingMenuicon (=) >Pod.

3 W 100%
= Sep 28 o A

| Pod Info l

1:06 AM

Dashboard Basal

50+ U left in reservoir

Pod Expires Monday
September 30th (11:56 pm)

VIEW POD DETAILS

@ LasTEG

1 20 mg/dL

Today (1 min ago)

©

Bolus

& LAST BOLUS

0.5v

Today (12:01 am)

® 50+ 3 ¥ 100% = 1:52 PM

¢ Pod (Active) a

September 30 at 1:45 pm

Pod Insulin:50+ U
(Updated Today, 1:53 pm)

Expires: Monday

{© Reminders

Check BG:
90 minutes after Pod activation

ALWAYS ON

Pod Expiration: ALWAYS ON
Remind 4 hours before
Low Reservoir: ALWAYS ON

Remind when 10 units remain

CHANGE POD

CLOSE

15
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When your Pod will expire soon, a
yellow Change Pod soon banner
appears on the Pod Info tab. The
yellow banner appears 12 hours before
Pod expiration or at the time of your
Pod expiration reminder, whichever

is earlier.

At six hours before Pod expiration, a red
Change Pod banner appears on the Pod
Info tab.

‘When less than five units of insulin
remain in the Pod, a red Low Reservoir
banner appears on the Pod Info tab.
Ifthe Pod will expire soon and there
are less than five units of insulin in the
Pod, the red Low Reservoir banner is
displayed on the Pod Info tab.

Note: If you change the date or time,
the Pod expiration date and time are

adjusted to match the new date and time.

Last BG section

The lower right side of the Home screen displays
the value and time of your most recent blood

glucose reading.

Dashboard Basal Pod Info
Change Pod soon
27 U left in reservoir
— Pod Expires Today

September 28th (1:20 pm)

VIEW POD DETAILS

Dashboard Pod Info

Basal

Change Pod

1 5 U left in reservoir

Pod Expires Today
September 28th (7:18 am)

VIEW POD DETAILS

Dashboard Basal Pod Info

Low Reservoir

Pod Expires Today
September 28th (7:19 am)

VIEW POD DETAILS

@ LasTBG

1 20 mg/dL

Today (Right Now)

{5 LAsT BOLUS

0.5u

Today (12:01 am)

16
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Last bolus section

The lower left side of the Home screen displays bolus
information.

Between boluses

When a bolus is not being delivered, the section is
labeled LAST BOLUS and shows the amount and
time of the most recent bolus.

During a bolus when the Bolus Calculatoris on

When a bolus is being delivered and the Bolus
Calculator is on, the last bolus information is replaced
by an estimate of the Insulin on Board (IOB):

Duringan immediate bolus, the IOB estimate is
updated every ten seconds.

@ 50+

Dashboard

3 ¥ 100% = 1:04 AM

L= }

Pod Info

Sep 28

Basal

3.8u

10B

& LasT BOLUS

0.5u

Today (12:01 am)

® LasTBG

1 20 mg/dL

Today (Right Now)

Bolus

o Duringan extended bolus, the IOB estimate includes IOB from previous
boluses, an estimate of the amount already delivered from the ongoing bolus,
and the amount projected to be delivered within the time period defined by

your Duration of Insulin Action setting.

During a bolus when the Bolus Calculator is off

When abolus is being delivered and the Bolus Calculator is off, the lower left of
the screen shows the amount of the preceding bolus (not the ongoing bolus).

Bolus information if the PDM cannot communicate with the Pod

If the Pod is out of range of the PDM, and the PDM cannot confirm the recent
bolus amount, an estimated bolus amount is shown. Once the Pod is in range
again and the bolus delivery is confirmed, the confirmed bolus amount is shown.

Estimated and unconfirmed bolus amounts

The PDM estimates bolus amounts during an ongoing bolus and when the Pod

isout of range. A gray icon (

) marks estimated bolus amounts. A yellow icon

() marks unconfirmed bolus amounts (see "When the Pod has not confirmed

bolus delivery” on page 97).

Bolus button

The Bolus button at the bottom of the Home screen provides access to
the bolus screen. The Bolus button does not appear while an immediate
bolus is being delivered, or when the Bolus Calculator is off and there is

no active Pod.

Z

17



1 Omnipod DASH® Insulin Management System

The Home Page's Menu

The Menu on the Home page lets you access
most of the PDM's functions. To display
the Menu:

«  Tapthe Menuicon (=) in the upper left
corner of the Home screen.

«  Placeyour finger on the far left of the
PDM, and swipe right across the screen.
Swipe left to hide the Menu.

Tap an option on the Menu to bring up the
related screen.

Tip: The Menu extends beyond the bottom of
the screen. Swipe up or down to see all parts of
the Menu.

Frequent tasks

The first section of the Menu gives access

to frequent tasks: activating a temp basal,
changing your Pod, entering a blood glucose
reading, and suspending or resuming insulin.

Special situations:

» SetTemp Basal is grayed-out if there is no
active Pod, insulin is suspended, or a temp
basal is already running.

« SetTempBasal does notappear if the
temp basal setting is turned off.

«  Suspend Insulin changes to Resume
Insulin if insulin delivery is suspended.

«  Suspend Insulin is grayed-out if there is
noactive Pod.

Manage Programs & Presets

The next section allows you to create or activate
Basal Programs, temp basal presets, and bolus
presets (see "Managing Programs and Presets"
on page 81).

Special situations:

iy
B

@ & ®

Set Temp Basal

Pod

Enter BG

Suspend Insulin

MANAGE PROGRAMS & PRESETS

ol Basal Programs

L Temp Basal Presets

E Bolus Presets

l|‘r Food Library

& History ~
Notifications & Alarms
Insulin & BG History

Q Settings ~
PDM Device
Reminders

Blood Glucose

Basal & Temp Basal

Bolus

About

« TempBasal Presets is only visible if the temp basal setting is on.

BolusPresetsis only visible if the Bolus Calculator setting is off.

18
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Foodlibrary

The Food Library option allows you to look up the carbohydrate content of
various foods and to create food favorites (see "Using the Food Library" on
page 66).

History menu

Tap the down arrow (/) next to History to reveal the submenu:
 Notifications & Alarms history (see page 89)
 Insulin&BG History (see page 90)

Tip: Tap the bell icon (M or 'ﬂ ) at the top-right of many screens to open the
Notifications & Alarms history screen.

Settings menu

Tap the down arrow (/) next to Settings to reveal the submenu:
o PDMDevice

o PodSites

e Reminders

o Blood Glucose

o Basal&TempBasal

o Bolus

Tip: Tap the Settings icon ( Q ) at the top of the Home screen to open the Settings
portion of the Menu.

These settings allow you to change the time and date, turn Wi-Fi on or off, create
or remove reminders, pair to a BG meter, turn the Bolus Calculator on or off, and
much more. For more information, see "Adjusting Settings" on page 99.

About screen

The About screen displays details about your PDM, such as the software revision
number, the Customer Care phone number, the PDM serial number, the Pod
version number, the time of the most recent PDM-Pod communication, and
other device and legal information.

Note: You can also find the PDM's serial number next to the @ icon on the
back of your PDM.

19
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PDM Messages to You

The PDM can deliver alarm messages, notifications, and confirmation messages.

Alarms

Hazard alarms and advisory alarms require your immediate attention (see
"Alarms, Notifications, and Communication Errors" on page 121). If you ignore
analarm, you could develop hypoglycemia or hyperglycemia.

Hazard alarms ( A\ ) are accompanied by a continuous vibration or tone and
interrupt anything else the PDM is doing except another hazard alarm. For
example, a hazard alarm is issued if the Pod runs out of insulin.

Advisoryalarms () alert you to some aspect of the PDM or Pod that needs
your attention in the near future. For example, if the level of insulin in your Pod is
getting low; the PDM issues an advisory alarm.

Notifications

Notifications (@) ) remind you about actions you may want to perform (see
"Notifications List" on page 129). For example, you can set a reminder to tell you to
measure your blood glucose after a specified amount of time.

Confirmation Messages ® 50+ 3 W 100% = 1:54PM
The PDM confirms that an instruction was = Sep 27 o 4
successful b_y displaying a green banner yv1th bashbord Bacal pod Info
a confirmation message. The confirmation e
message disappears after several seconds.
Tip: Swipe to the right on the message to
dismiss it soone. Ou
10B
Ifan instruction is not successful, then the
PDM displays a communication error
message (see "Communication Errors" on X
page 132). & LasT BOLUS ® LasTBG
iy 90myraL
Today (Right Now)

90 mg/dL BG reading saved
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CHAPTER 2
Initial PDM Setup

This chapter guides you through setting up your first PDM or a
replacement PDM.

Ifyou are setting up a replacement PDM, be sure to unpair any BG meters paired
to your old PDM before setting up your new PDM (see "Pairing, unpairing, or
renaming a BG meter” on page 114). Then go to "Charge the battery” on page 22.

The Omnipod DASH® PDM Kit
Your initial shipment contains the Omnipod DASH PDM Kit and other items
needed to begin using the Omnipod DASH Insulin Management System.

After you unpack the Omnipod DASH PDM Kit, use the "Contents" label on the
side of the box to make sure you have everything.

The Omnipod DASH PDM Kit contains:

o PDM &rechargeable battery o Carrycase
o USBcable & charger »  Quick Start Guide
o User Guide

You can obtain Pods by contacting Customer Care (see the first page of this
User Guide for contact information).

Preparing for Your Training

Ifyou are a first-time Omnipod DASH System user, you need to meet with your
Omnipod DASH System Trainer to set up your Personal Diabetes Manager
(PDM) and first Pod.

Ifyou have used an Omnipod Insulin Management System in the past and are
upgrading to the Omnipod DASH System, contact Customer Care to find out
about an online training module you can use before setting up your new system.

To geta head start on learning about the Omnipod DASH System, review this
User Guide, including the "Introduction” on page xi, "Your Omnipod DASH
Insulin Management System" on page 1,and "Taking Care of Your PDM and Pod"
onpage 137.
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2 Initial PDM Setup

Warnings:

Do NOT use the Omnipod DASH System before you have been trained.
Inadequate training could put your health and safety at risk.

Follow your healthcare provider's instructions for initializing the PDM.
Improper setup could put your health and safety at risk.

Note: Keep an emergency kit with you at all times to quickly respond to a diabetes
emergency (see "Prepare for Emergencies"” on page 177).

Charge the battery

Itis important to charge the PDM's battery before setting up your
Omnipod DASH System:

1. Install the rechargeable battery in the PDM, if necessary (see "Inserting the
PDM battery during first time setup” on page 144).

2. Assemble the charger by plugging the charger cable's USB Type A plug into
the charger's wall adapter.

Caution: Use ONLY the Insulet-provided micro-USB charger to charge
your PDM. Using unapproved chargers can cause the battery to explode or
damage the PDM and may void the warranty.

3. Plugthe charger into a wall outlet. Select an outlet that you can access easily
and unplug the charger from easily when necessary.

4. Plugthe charger cable's USB Micro-B plug into the PDM's Micro-B
USB port.

5. Charge the PDM until the battery level icon shows 100% charge (see “The
Status Bar" on page 9).

6. Disconnect the charger from the PDM and the wall outlet.

Caution: Use ONLY the rechargeable battery that came with your PDM. Contact
Customer Care if you have questions.

Items needed when you meet with your Omnipod DASH System Trainer
e Your PDM

o TwoPods

o This User Guide

«  Ablood glucose meter (optional)

o Teststripsand alancing device (available from many pharmacies)

«  Vial of rapid-acting U-100 insulin

Alcohol prep swabs

22



Initial PDM Setup 2

« Instructions from your healthcare provider with PDM settings tailored to
your needs. These settings include Basal Program, IC Ratio, Correction
Factor, Target BG values, and Duration of Insulin Action.

General PDM Settings

Although PDM setup is easy, if you are a first-time user, your trainer must guide
you through the setup process. You can adjust these settings later as needed.

Tip: Use the pages at the end of this User Guide to write down all of your settings.
This list will be helpful if you ever need to reset or replace your PDM.

Note: Tapping the back arrow (hsal ) returns you to the previous screen. However
tapping the CANCEL button in any of these setup steps takes you to the first screen
of each section and erases any entries in that section. A popup screen warns you
that you could lose these entries.

Turning on and personalizing the PDM

1. Turn on the PDM by pressing and holding the Power button on the right side
until the Omnipod logo appears. The PDM runs through a series of checks.

Caution: Do not turn off the PDM power. The PDM must be ON in order

to sound an alarm. If you press the Power button for too long, the PDM will
display a menu with a Power Off option. Do NOT tap Power Off. Tap outside
the menu to dismiss it and to keep the PDM on.

Note: You can press the Power button briefly to toggle the PDM between the
wake and sleep modes. Omnipod DASH System alarms will also wake the
PDM from sleep mode.

2. Whenascreen with the Omnipod DASH logo appears, use your finger to
swipe from left to right across the screen.

Note: Ifyou seean unexpected screen instead of the Omnipod DASH logo
screen, see "Troubleshooting PDM Startup" on page 189.

3. Tapalanguage to select your preferred language for the PDM screens. Then
tap the arrow (>).

Note: The Food Library is only available when English is the
selected language.

4. Review the terms and conditions (ToU - terms of use), including the End
User License Agreement (EULA), Warranty, and Legal Notices as follows:

a. Tap the HIPAA Privacy Policy, EULA, ToU, and Warranty link to read the
Omnipod DASH System's legal notices and privacy policy. Then
tap AGREE.
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2 Initial PDM Setup

b. Tap theboxtoadd a checkmark.

c. Tap CONTINUE.

Note: Ifyouareunder 18, your parent or guardian must accept for you.
5. Tap BEGIN SETUP.

6. Tapletters on the keypad toentera
personalized screen message (see

Personalize Your PDM

"Selecting, Adding, and Deleting Lock Screen Message
Items" on page 6). Then tap
the checkmark. |
Note: You must enter at least
one character. This message displays on your PDM
when it is locked. (e.g. Alexandra’s ¥

i i PDM If found call 555-555-5555
Tip: Including a contact phone pindicd )

number in the message could help in

¥ i1y
recovering a misplaced PDM. \\(\ &. \‘f\{k\ %

7. Tap CONTINUE. QWERTYU I1'0FP
A screen appears showing several ASDFGHUJKL
background images.

8. Swiperightorlefttoseemoreimages. |4 Z X C V B N M €&
Tap on your preferred image, then
tap CONTINUE. s . 9O

Note: When you wake up your PDM, you
will see your personalized screen message
and background image. Always confirm
that the PDM is yours before using it.

Protect Your PDM

Set a PIN

7 ¢

A 4-digit PIN is needed to unlock your
PDM and to prevent unauthorized use

VN

Enter a PIN

To protect against unintentional screen
touches, you must create a 4-digit personal
identification number or PIN.

1. Choose four numbers to be your
PIN. You will use this PIN number
every time you wake up your PDM.

You may want to record the PIN in a 1 2 3
safe place. ARE DEE
Tip: To keep the PIN visible, tap the 4. 5. 6o
eye icon located to the right of the PIN
entry fields. To hide the number, tap the T Baw Yww
eyeicon again.

a 0. @
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2. Onthe number pad, tap each number of your PIN. Then tap the checkmark.
3. Enter the same four numbers again to confirm your PIN. Tap the checkmark.
If the second PIN entry does not match the first, you must repeat the above steps.

Set the time zone and time

To set the current time zone and time:
1. Tap Select One to show thelist of time zones.

2. Tap your time zone. You may need to swipe up or down to find your
time zone.

Tap CONTINUE.

4. Tapthe12hr/24hrtoggle to choose
your preferred time display. For

example, six hours before midnight is: Set Current Time =
o 6:00PMin 12 hr display 12hr @® 24 hr
 18:00in24 hrdisplay

5. Placeyour finger on the Hour scroll 12 j 46
wheel. Slide your finger up or down 1 § 47 § PM 1
to scroll the wheel up or down. Stop 2 48  AM

scrolling when the correct hour

o Hour Minute
appears in the center of the wheel.

6.  Scroll the Minute scroll wheel up or
down until the correct minute appears
in the center of the scroll wheel.

7. Ifusing 12 hr time, scroll the right-
most field and select AM or PM.

8. Review the time and tap CONTINUE.

Caution: Check that you have set the
time correctly. The time setting affects the
operation of several Omnipod DASH
System features and can impact your
insulin delivery.
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2 Initial PDM Setup

Set the date

On the Set Current Date screen:

1. Tap MM/DD/YYYY to display a list
of date formats. Tap the desired
date format.

2. Setthe Month, Day, and Year fields by
scrolling their respective wheels one
atatime.

3. Review the date and date format, then
tap CONTINUE.

4. Onthe Confirm Time & Date screen,
review the time zone, time, and date. If
correct, tap CONTINUE.

Set Current Date

MM/DD/YYYY

26
27
28

Basal Insulin Settings

Maximum Basal Rate

The Maximum Basal Rate sets the upper
limit of any basal insulin rate that you
can use.

1. TapSETUPPROFILE.

2. Review the description of basal
insulin, then tap the arrow (>).

Tap the Max Basal Rate field.

4. Scrollto your desired Maximum Basal
Rate. When the correct number is in
the center of the scroll wheel, tap the
number to select it.

Tip: Alternatively, tapping outside of
the scroll wheel selects the value in the
center of the scroll wheel.

5. Tap NEXT.

PROFILE SETUP

< Maximum Basal Rate

Choose Maximum Basal Rate

Upper limit for basal rates in a Basal Program
or temp basal.

(You can adjust rate later if your needs change)

tap to select a rate —\

Max Basal Rate o U/hr
(0.05 to 30 U/hr)

CANCEL

You can adjust your Maximum Basal Rate later, if your needs change.
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Create a Basal Program

The next step is to define a Basal Program. For a description of basal rates, basal
segments, and Basal Programs, see "Basal Insulin Delivery" on page 151.

Name and tag the Basal Program
1. Reviewthe description of Basal Programs, then tap NEXT.

2. Thedefault name for the Basal Program is Basal 1. To change the name, tap
the Program Name field and enter the new name (see "Selecting, Adding, and
Deleting Items" on page 6) and then tap the checkmark.

3. Optional: To add a visual icon to your Basal Program, tap one of the tags. Tap
the taga second time to deselect it.

4. Tap NEXT.
Define thefirst segment

1. The Start Time for the first segment is always midnight. Tap the End Time
field and scroll to select the desired end time.

2. Tapthe Basal Rate field and scroll to select the basal rate for the segment.

< PROFILE SETUP < PROFILE SETUP
Basal Program Basal Program
Weekday: Segment 1 Graph: U/hr Weekday: Segment 1 Graph: U/hr
0.75

[12am 12am [lzam  5m 12am
Start Time End Time Start Time End Time
1200 am - 1200av - 500 am
Night Night Night
Basal Rate Basal Rate
(up to 3 U/hr) U/hr (up to 3 U/hn) 0'75 Urhr
CANCEL CANCEL NEXT >

The Maximum Basal Rate that you entered earlier is displayed under the
Basal Rate text. You cannot enter a basal rate greater than this number.

Note: The two vertical blue lines on the graph near the top of the screen show
the start and end time for the basal segment. The selected basal rate for the
segment is shown between the two vertical lines.
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3. Checkthe values of your start and end times and the basal rate. Then
tap NEXT.

Define additional segments

If the Basal Program does not cover 24-hours, you must add additional segments:
1. Tapthe End Time field and select the duration of the next segment.

2. Tapthe Basal Rate field and select the basal rate for the segment.

3. Review the segment details and the graph.

4. Tap NEXT to move to the next segment.
5

Repeat the preceding steps as needed until your final segment ends
at midnight.

After specifying a basal rate for the final segment, your Basal Program is complete.
Review the Basal Program

The next screen summarizes the start and end times, duration, and basal rate for
each segment of the Basal Program.

1. Tap CONTINUE to review your ¢« B::ZIF";ZHUP
Basal Program. bl
8 Weekday Graph: U/hr
2. Check that the graph and the ;g ,
individual segment values are correct. 075 L1 i ki i o5
The total daily amount of basal insulin | 12am 5am 8am pm, I
to be delivered by this Basal Program Total Basal: 25.5U/day
islisted below the graph.
Segment Start End Basal Rate
3. Tochangeanendtime or basal ratefor | (Total:4) Time e Wit
asegment:

<1 1200AM-500AM  0.75
a. Tap the row containing the

segment you would like to change.

b. Tap the EndTime field, and enter
the new end time for the segment.

<2 500AM -8:00AM 1

<3 8:00AM -5:00PM 1.5
c. TaptheBasal Rate field, and enter

the desired basal rate. < 4 500 PM -12:00AM 0.75
d. Tap NEXT. CANCEL SAVE

e. 'Then define the end time and basal
rate for any following segments, as needed.
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4. Toaddanew segment:
a. Tap the row containing the start time of the new segment.

b. Tap the EndTime field, and enter the start time of the new segment as the
end time of this segment.

c. Change the basal rate, if necessary.
d. Tap NEXT.

e. Then define the end time and basal rate for any following segments,
asneeded.

5. Todeleteasegment:
a. Note the end time of the segment you want to delete.
b. Tap the segment that precedes the segment you want to delete.

c. Tap the EndTime field, and enter the end time of the segment you want to
delete. This 'overwrites' the segment you want to delete.

d. Tap NEXT.

e. Then define the end time and basal rate for any following segments,
asneeded.

6. When the Basal Program is correct, tap SAVE.

Note: If the basal rate for a segment is 0 U/hr, the PDM displays a message calling
this to your attention. Tap OKif the 0 U/hr rate is correct. Otherwise, tap CANCEL
and edit the segment with the 0 U/hr rate.

Note: To create additional Basal Programs after setup is complete, see page 81.

Temp basal configuration

For a description of temporary basal rates, also called temp basals, see page 153.

1. Ifyouwant the ability to use temp basals, tap the toggle to the "on" position.
The toggle is in the "on" position when it is in the right-hand position and
is blue.

Ifyou turn temp basals on, percentages are used by default. To specify temp
basals as a flat rate (U/hr), see "Temp basal” on page 115.

2. Tap NEXT.
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Blood Glucose Settings

The blood glucose settings define what blood glucose readings are considered in
range and allow you to pair toa CONTOUR’NEXT ONE BG meter.

Upper and lower limits for BG Goal Range

You can set the upper and lower limits of < PROFILE SETUP
your BG Goal Range by using the number BG Goal Range

pad or theslider:

Set upper and lower BG limits
1. Reviewthe description of blood - -
These limits are used in BG history

gthOSE levels, then tap the arrow (>) displays and in BG reading statistics.

2. Todefine thelower limit, tap the
Lower Limit field and type the number 2

using the number pad. s

Tip: Alternatively, you can touch the
lower (red) circle with your finger and o 150
slide it up or down. yourfing Upper Limit | 140 jmg/aL

3. Todefine the upper limit, tap the
Upper Limit field or slide the upper 100
(vellow) circle.

125

Y 75
4. Reviewyour upper and lower limits, Lower Limit |70 mora.(C)

and tap NEXT to save them.

CANCEL NEXT >
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Pair to a BG meter

If desired, you can pair your PDM toa CONTOUR’NEXT ONE BG meter (BG
meter). Once paired, blood glucose readings can be transmitted via Bluetooth
wireless technology from your BG meter to your PDM.

Note: Ifyou do not want to pair toa
BG meter, tap SKIP. Then go to "Bolus
Calculator Settings" on page 32

To pair a BG meter:

1.

Turn off your BG meter, and place it
within six feet of your PDM.

Turn on the blue light on your BG
meter. To do so, press and hold the OK
button on the BG meter until its white
light changes to a flashing blue light.

On the PDM, tap START SEARCH.

The PDM displays the model
and serial number of any
CONTOUR’NEXT ONE BG
meters that are in range and
available for pairing.

Turn your BG meter over to find its
seven digit serial number. Verify that
this number matches the one on the
PDM screen.

On the PDM, tap PAIR below your BG
meter's serial number.

A Successfully Paired
message appears.

Note: Ifthe BG meter is paired to
another PDM, see "Pairing, unpairing,
or renaming a BG meter” on

page 114.

Tap OK. Verify that your BG meter is
listed as paired.

Initial PDM Setup 2

PROFILE SETUP
< BG Meter

Pair to your BG Meter

Turn on your BG meter by pressing and
holding the meter's OK button for 10
seconds or until you see the flashing BLUE
light. Then tap START SEARCH >.

OK button

3 123456

BLUE light

SKIP

BG Meter Pairing Instructions

CANCEL START SEARCH >

PROFILE SETUP
< BG Meter

Available BG Meters

2021257
Model #: 7830-
PAIR

BG Meter Pairing Instructions

CANCEL
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7. Optional: Rename your paired BG meter:
a. Tapthe Optionsicon ( } ) nextto the paired BG meter. Then tap Edit.

b. Tap the Name field and use the keypad to enter a new name for your BG
meter, then tap the checkmark.

c. TapSAVE.
8. Tap NEXT.

Caution: After pairing, the PDM controls the date, time and BG goal/target
range on your paired BG meter. To avoid mislabeling of history records, make all
changes to date and time on your PDM, not on your BG meter.

Bolus Calculator Settings

The Bolus Calculator suggests boluses based on your current blood glucose value
and any food you are about to eat (see "The Bolus Calculator” on page 158).

Turn the Bolus Calculator on or off

1. Review the description of insulin boluses, then tap the arrow (>).
2. Toggle the Bolus Calculator setting on or off:

o Select the On position (blue and to the right) to have the Bolus Calculator
suggest boluses.

« Select the Off position (gray and to the left) to turn off the Bolus
Calculator. You will have to calculate your own bolus amounts.

Tap NEXT.

4. Ifyouturned the Bolus Calculator off, skip to "Other Bolus Settings" on
page 36.
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Target BG and Correct Above values

The Bolus Calculator aims to bring your blood glucose to the Target BG value
if your current blood glucose level is above the Correct Above value. You can
establish up to eight different blood glucose targets for different times of day.

Define the segments

Setting values for each segment follows the
same pattern that you used to create your

Basal Program:

1. Review the description of Target BG
and Correct Above, then tap NEXT.

2. Tapthe End Time field and enter an
end time for the segment.

3. TaptheTarget BG field and specify the
Target BG for that segment.

4. TaptheCorrect Above field and
specify the Correct Above value for
that segment.

Tap NEXT.
6. Repeat the above steps as needed

until you have specified values for the
segment that ends at midnight.

Review theTarget BG and Correct
Abovevalues

1.

Review the segments for the full 24
hour profile.

To change any of the entries:

a. Tap the row containing the entry to
be changed and enter the
corrected value.

b. Review and correct as needed any
remaining segments.

When the segments and values are
correct, tap SAVE.

é PROFILE SETUP
Target BG & Correct Above

Segment 1

Start Time End Time

1200 v -

Target BG

dL
(70 to 200 mg/dL) e/

Correct Above

mg/dL
(Target BG to 200 mg/dL)

CANCEL

é PROFILE SETUP
Target BG & Correct Above

Review the values entered for each time

segment.

Start End Target  Correct

Time Time BG Above
mg/dL  mg/dL

< 12:00 AM - 6:00 PM 100 110

< 6:00PM -12:00AM 105 115

CANCEL SAVE
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Minimum BG for Calcs

PROFILE SETUP

Ifyour blood glucose level is below the < Min BG for Calcs
Minimum BG for Calcs that you specify,
the Bolus Calcule:tor is disabled (see "The ekl BE For Bl
Bolus Calculator" on page 158).
L. If your blood glucose is below your
1. Toenter your Minimum BG for Calcs, Minimum BG for Calculations (Min BG for
tap the Min BG for Calcs field and Calc_s). the Bolus Calculator is disabled so
enter the number on the number pad. hetiEdaes notauggestsboks:
Tip: Altgmatively, tguch the blue circle MinBGfor 70/ . O n
and slide it to the desired number. Cales
(50 to 70 mg/dL)
2. Tap NEXT. 65
60
55
50
CANCEL NEXT >
Insulin to Carb Ratio

Your Insulin to Carbohydrate Ratio, or "IC
Ratio," defines how many carbohydrates < Insulin to Carb Ratio

PROFILE SETUP

are covered by one unit of insulin. The Segment 1
Bolus Calculator uses the IC Ratio to Start T i
calculate the meal portion of a suggested ar e ne me
bolus. You can create up to eight IC Ratio 1200 am -
segments per day. -
ig

1. Reviewthedescription of IC Ratio, . .

then tap NEXT 1 Unit of Insulin "

) Covers

2. Entertheend time. (10150 g carbs)
3. Enterthe ICRatio valuein the 1 Unit

of Insulin Covers field.
4. Tap NEXT.

Add additional segments as necessary

until the final end time is midnight.
6. Reviewyour 24-hour IC Ratio

segments. Tap any entry to correct it. CANCEL

7. When the segments and values are
correct, tap SAVE.
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Correction Factor

Your Correction Factor defines how much < PROFILE SETUP
one unit of insulin lowers your blood
glucose level. The Bolus Calculator uses Segment 1
the Correction Factor to calculate the

Correction Factor

correction portion of a suggested bolus. Start Time End Time

You can create up to eight Correction 12:00 am -

Factor segments per day.
Night

1. Review the description of Correction ) )

Factor, then tap NEXT. 1 Unit of Insulin = mg/dL

Decreases BG by

2. Entertheend time. (1 to 400 mg/dL)

3. Enter the Correction Factor in the 1
Unit of Insulin Decreases BG by field.

4. TapNEXT.

5. Addadditional segments as necessary
until the final end time is midnight.

6. Reviewyour Correction Factor

segments. Tap any entry to correctit. | A"

7. When the segments and values are
correct, tap SAVE.

Reverse Correction

There may be times when you are about to eat and your blood glucose level is
below your Target BG level. If Reverse Correction is on, the Bolus Calculator
decreases a suggested meal bolus to help counteract your low blood glucose.

1. Toggle the Reverse Correction button on or off:

« Select the On position if you want the Bolus Calculator to reduce the
suggested meal bolus when your blood glucose is below your Target BG.

o Select the Off position if you do not want the Bolus Calculator to adjust
the suggested meal bolus based on a low blood glucose value.

2. Tap NEXT.

Duration of Insulin Action

The Duration of Insulin Action is the length of time that insulin stays active in
your body. The Bolus Calculator uses this setting to determine how much insulin
remains in your body from previous boluses (called insulin on board or IOB).
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1. Tap the Duration of Insulin Action field and use the scroll wheel to specify
your Duration of Insulin Action.

2. TapNEXT.

Other Bolus Settings

The remaining bolus settings are used whether the Bolus Calculator is on or off.

Maximum Bolus

The PDM will not let you request a bolus above the Maximum Bolus setting.
You will see a message if the Bolus Calculator calculates a bolus that is above
this amount.

1. Tapthe Max Bolus field and use the number pad to specify your Maximum
Bolus. Tap the checkmark to close the number pad.

2. Tap NEXT.

Extended bolus setting

Extending a bolus means that a meal bolus can be delivered over a prolonged
period of time. For a description of the extended bolus feature, see page 157.

1. Toggle the Extended Bolus button to turn the extended bolus feature on

or off.
2. Tap COMPLETE.
The PDM restarts.
PDM Setup Complete

Congratulations! Your PDM is now ready for use. When you are ready to activate
your first Pod, go to "First Time Activatinga Pod" on page 38.

Tip: To adjust the PDM screen time-out or screen brightness, see "Screen display” on
page 101.

Note: Confidence reminders and program reminders are turned on by default.
These reminders cause the PDM or Pod to beep at the beginning and end of
boluses and temp basals, and also once an hour during a long-lasting bolus or
temp basal. For more information, see "Confidence reminders" and "Program
reminders" on page 111.
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CHAPTER 3
Changing Your Pod

Beginning the Pod Change Process

Changing your Pod consists of deactivating your current Pod and activating a
new Pod.

Your Pod should be changed at least once every 48 to 72 hours (2 to 3 days) or after
delivering 200 units of insulin. Consult with your healthcare provider and refer to
the insulin labeling to determine if you should change your Pod more often.

Warnings:

Do NOT use a Pod if you are sensitive to or have allergies to acrylic adhesives,
or have fragile or easily damaged skin.

Because the Pod uses only rapid-acting U-100 insulin, you are at increased
risk for developing hyperglycemia if insulin delivery is interrupted. Severe
hyperglycemia can quicklylead to diabetic ketoacidosis (DKA). DKA can
cause symptoms such as abdominal pain, nausea, vomiting, breathing
difficulties, shock, coma, or death. If insulin delivery is interrupted for any
reason, you may need to replace the missing insulin. Ask your healthcare
provider for instructions for handling interrupted insulin delivery, which
may include an injection of rapid-acting insulin.

The Pod and its accessories, including the needle cap, contain small parts that
may be dangerous if swallowed. Be careful to keep these small parts away
from young children.

The steps for deactivating or activating a Pod depend on whether you have an
active Pod or not:

o Ifthisisyour first time activating a Pod, go to "First Time Activatinga Pod" on
page 38.

o Ifyou currently have an active Pod, go to "Deactivate an Active Pod" on
page 38.

+ Ifyouhavealready deactivated your most recent Pod, go to "No Active Pod"
on page 39.

Tip: Software updates require that you deactivate your Pod. Connect to Wi-Fi
periodically so the PDM can check for software updates. If there is a "Wireless
Update" message on the Lock screen, be sure to install the software update after you
deactivate your Pod (see "Software update (Wireless update)” on page 106).
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3 Changing Your Pod

First Time Activating a Pod

Your Omnipod DASH System trainer will help you set up your first Pod.

After completing the PDM setup flow, the Home screen displays "No Active Pod."
1. Tap SETUPNEW POD.

2. Goto "Preliminary Pod Change Steps" on page 40.

Deactivate an Active Pod

To deactivate and remove an active Pod:
1. Navigate to the Pod change screen:

Home > Pod Info tab > VIEW
POD DETAILS

or Pod Insulin:50+ U
(Updated Today, 1:53 pm)

Menuicon (=) >Pod

@ 50+ 3 W 100% 1:52 PM

¢ Pod (Active) A

2. TapCHANGEPOD, then tap Expires: gne(:tr;‘rjniir e
DEACTIVATE POD. '
Ifa temp basal or extended bolus was (© Reminders
running, itis canceled now. Check BG: ALWAYS ON

. . 90 minutes after Pod activation
Ifyou see a communication error

message, see "Error when deactivating
aPod" on page 134.

Pod Expiration: ALWAYS ON
Remind 4 hours before

Low Reservoir: ALWAYS ON
Remind when 10 units remain

Warning: Do NOT applyanew
Pod until you have deactivated
and removed the old Pod. A Pod
that has not been deactivated CLOSE
properly can continue to deliver
insulin as programmed, putting
you at risk of over infusion and
possible hypoglycemia.
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Changing Your Pod 3

3. When the green banner tells you to remove your Pod, remove the deactivated
Pod from your body:

a. Gentlylift the edges of the adhesive tape from your skin and remove the
entire Pod.

Tip: Remove the Pod slowly to help avoid possible skin irritation.

b. Use soap and water to remove any adhesive that remains on the skin, or, if
necessary, use an adhesive remover.

¢. Checkthe infusion site for signs of infection (see "Avoid Infusion Site
Infections" on page 49).

d. Dispose of the used Pod according to local waste disposal regulations.
4. Toactivate anew Pod, tap SET UP NEW POD.

5. Goto "Preliminary Pod Change Steps” on page 40.

No Active Pod
Ifyou have no active Pod and are ready to EmoEcd 3 W 100% == 1:24 AM
activate a new Pod: - - A
1. Navigate to the Pod change screen:
Dashboard Basal Pod Info
Home > Pod Info tab > SET UP
NEW POD ® No Active Pod
or
Menuicon (=) >Pod > (
SETUPNEW POD
2. Goto "Preliminary Pod Change Steps”
on page 40. .
{5 LAST BOLUS ® LasTEG
0.05v 115 mgraL
Today (10 min ago) Today (10 min ago)
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Preliminary Pod Change Steps

Warnings:

NEVER use insulin that is cloudy; it may be old or inactive. Always follow the
insulin manufacturer’s instructions for use. Failure to use rapid-acting U-100
insulin, or using insulin that has expired or is inactive, could put your health
atrisk.

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 the packaging has been
opened or damaged.

Do NOT apply or use a Pod that is damaged in any way. A damaged Pod may
not deliver insulin accurately or otherwise work properly.

Do NOT usea Pod if it is past the expiration date on the package.

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

»  Washyour hands.
o  Clean the insulin vial with an alcohol prep swab.
o  Clean the infusion site with soap and water or an alcohol prep swab.

o  Keep sterile materials away from any possible germs.

1. Gather the necessary supplies:

« Avial of rapid-acting U-100 insulin cleared for use in the
Omnipod DASH System

« Anunopened DASH Pod (look for the Omnipod DASH logo on the Pod
traylid)

 Alcohol prep swabs
+  Your Omnipod DASH PDM

2. Wash your hands before starting and keep them clean throughout the Pod
change process.

3. Check the insulin for signs of deterioration according to the manufacturer's
instructions for use.

4. Checkthe Pod's packaging for damage. If undamaged, open it and inspect the
Pod for signs of damage.

5. Iftheinsulin or Pod is below 50°F (10°C), allow it to warm up to room
temperature before proceeding.
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Fill the Syringe with Insulin

The next step is to fill the syringe that came with the Pod (the "fill syringe")

with insulin:
1. Usean alcohol prep swab to clean the top of the
insulin vial.

2. Securely twist the fill needle onto the fill syringe.

3. Pull outward to remove the protective cap from

the needle. Save the cap; you will need it later. Pull apart'
4.  Determine how much insulin you will put ‘
into the Pod. For example, to use the Pod
for 72 hours, determine how much insulin O
you will use over the next 72 hours. Your NS
healthcare provider can help you determine the
correct amount.

Note: The Pod requires a minimum of 85 units of rapid-acting U-100
insulin to begin operation. The Pod can deliver up to 200 units of rapid-acting
U-100 insulin.

Draw air into the fill syringe up to the amount of insulin you want.

6. Insertthe needle into the insulin vial and inject the air. Injecting air makes it
easier to withdraw insulin from the vial.

7. Turn the vial of rapid-acting U-100 insulin and
the fill syringe upside down. Pull down on the
plunger to withdraw the desired amount of
insulin from the vial into the fill syringe.

o Fillthe syringe atleast to the MIN
(minimum) fill line.

« Tofill the Pod with enough insulin to deliver
200 units, pull the plunger down until it
stops. This will be below the 200 mark.

8. With the needle still in the vial, flick the side of the syringe with your fingertip
to dislodge any air bubbles so they collect at the top of the syringe. Then push
in the plunger to expel any air bubbles out of the syringe and into the insulin
vial. Pull down on the plunger again, if necessary; to refill the fill syringe to the
desired amount of insulin.

fillline

Warning: Make sure there are no air bubbles or pockets of air in the
fill syringe before filling a Pod with insulin. Air transferred from the fill
syringe into the Pod may result in interrupted insulin delivery.

9. Remove the needle from the vial.
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Fill, Pair, and Apply the Pod

Warning: Before filling a Pod, move away from any other Pods being
activated in range of your PDM.

Caution: Be sure to insert the fill syringe into the fill port and not any other
location on the Pod. Do not insert the fill syringe more than once into the
fill port. Only use the fill syringe and needle that came with your Pod. The
fill syringe is intended for single use only and should only be used with the
Omnipod DASH System.

Fill the Pod with insulin
To fill the Pod with insulin (screen step a):

1. Locate the arrow on the underside @No Pod 2 W 75%me 12:30 PM
of the Pod. The arrow points to the
insulin ﬁllport. < Change Pod
Tip: You can leave the Pod in its tray @ Fi new Pod with U100 nsuin

during filling and pairing.

2. Insert the fill syringe straight down— @ Listen for 2 beeps, then tap NEXT
not at an angle—into the fill port.

3. Depress the fill syringe plunger to
transfer the insulin into the Pod.

4. Listen for two beeps from the Pod
during the filling process. Be sure to
completely empty the fill syringe, even
after hearing the two beeps.

Note: The Pod must contain a minimum
of 85 units of insulin in order to function.
The Pod beeps twice after it has been filled
with 85 units of insulin. If you have filled
the Pod with more than 85 units and still
do not hear the two beeps, please call
Customer Care.

CANCEL —_— NEXT

Note: After filling the Pod, continue to the next step immediately. If two hours
pass before pairing the filled Pod to the PDM, the Pod becomes unusable.
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Warnings:

NEVER use a Pod if you feel resistance when you depress the plunger.
This condition can result in interrupted insulin delivery.

NEVER inject air into the fill port. Doing so may result in unintended or
interrupted insulin delivery.

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

6. Place the protective cap back on the syringe needle and remove the needle
from the fill syringe.

Pair the PDM and Pod

To pair the PDM and Pod (screen step €)):

1.  Place the PDM next to the Pod so they are
touching. The Pod should be in its plastic tray
during this process.

2. Tap NEXT.

 Ifmore than one filled DASH Pod is
in range, the PDM informs you of this.
Move away from any other DASH Pod
and tap TRY AGAIN. < o o

« IfonlyonePodisin range, the
Omnipod DASH System performs a series of safety checks and primes
the Pod.

3. Listen for the tone from the PDM that indicates that the Pod is paired to the
PDM and is ready to be applied.

Note: After pairing, the PDM should always be able to communicate with a Pod
thatis up to 5 feet (1.5 m) away. Depending on the location, the PDM may be able
to communicate with a Pod that is as much as 50 feet (15 meters) away.

Note: After pairing, the Pod beeps every 5 minutes until you apply it. If you do not
apply it within 60 minutes after pairing, the Pod becomes unusable.

Ifyou see a communication error message when you attempt to pair your Pod, see
"Communication Errors" on page 132.
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3 Changing Your Pod

Prepare the Pod site

. . . ® ¥ ¥ 75% :
Select the Pod infusion site o Pod 7o 1230 P
(screen step e): & Change Pod
Guidelines for Pod site selection A

e Prepare infusion site

Discuss suitable Pod placement sites RECORD POD SITE  (optional)
with your healthcare provider using the

e Remove Pod needle cap and check

foﬂowing guidelines: cannula. Then remove paper backing.
o  Idealsites have alayer of fatty tissue.
o  Idealsites offer easy access - . =
and viewing. : :
o Thesite should be atleast 1 inch
(2.5 cm) away from the previous site © Check Pod and then apply to site.

to avoid skin irritation.

. . Tap START to insert cannula and begin
o Thesite should be atleast two inches o your basal delivery.

(5 cm) away from your navel.

id si i B — START
o Avoid sites where belts, waistbands, CANCEL

or tight clothing may rub against or
dislodge the Pod.

o Avoid sites where the Pod will be
affected by folds of skin.

«  Avoid placing the Pod over a
mole, tattoo, or scar, where insulin
absorption may be reduced.

o Avoid areas of the skin with an
active infection.

Pod site map (optional)

The Pod site map is an optional feature

that helps you track your current and Front Back
recent Pod site locations. This option only

appears if the Pod Sites setting is turned

on (see "Pod Sites Setting" on page 108).

Front Back

44
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1. Tap RECORD POD SITE to bring up the Record Pod Site screen.

2. Tapthe FRONT or BACK tab to select an area of your body for your Pod. To
help you avoid recent Pod sites, the screen indicates the two most recent dates
that each site was selected.

3. Tapacircle to indicate the location on your body where you will place your
new Pod. A blue dot appears inside the selected circle. Tap again to deselect
the location.

(® No Pod % W 92% == 6:04 PM ® No Pod 3 W 94% == 6:29 AM

¢ Record Pod Site a &  Record Pod Site A

FRONT BACK DETAILS FRONT BACK DETAILS

Site Details m

CANCEL CANCEL

4. Tapthe DETAILS tab to add a detail about the placement of this Pod. For
example, you could add a detail that says "Facing up" or "Facing down" to
describe the Pod's orientation.

a. Toadd anew detail, tap ADD NEW and type in the new detail. Tap ADD
when done. The new detail is added to the list.

Note: The PDM considers uppercase letters and lowercase letters to
be identical. For example, you can only use one of the following details:
"Facing up," "FACING UP" or "facing Up," because the PDM considers
these to be identical entries.

b. Selecta detail for the new Pod by tapping the circle next to that detail. You
may only add one detail for each Pod. Tap again to deselect the detail.

Note: To delete asite detail, tap the ® next to the detail.
5. Tap DONE when finished to return to the Change Pod screen.
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3 Changing Your Pod

Prepare theinfusion site

To reduce the risk of infection at the infusion site:

1.
2.

Wash your hands with soap and water.
Wash your selected infusion site with soap and water.

Note: Antibacterial soap may irritate skin, especially at the infusion site. Ask
your healthcare provider how to treat any skin irritation.

Dry the infusion site with a clean towel.

4. Usean alcohol prep swab to disinfect the infusion site. Start at the center of
the site and gently rub outward in a circular motion.
5. Letthe infusion site air-dry thoroughly. Do not blow on the site to dry t.
Remove the Pod's needle cap ®No Pod % @ 75%= 12:30PM
Remove the Pod's needle cap S Ehangaibod
screen ste :
( p o) e Prepare infusion site
1. Turnthe Pod so the needle cap is up RECORD POD SITE  (optional)
and facing you.
e Remove Pod needle cap and check
2. Place your thumb on the bottom cannula. Then remove paper backing.

(flat edge) of the cap and pull the cap
upwards. The cap snaps off. Throw the >
cap away. = o7 /3
When you remove the cap, a drop of
insulin may be visible at the end of the

cannula orin the well. G Check Pod and then apply to site.
Ifany Ofthe fOHOWng aPPIY, taP e Tap START to_insert cannula and begin
CANCEL, and then dispose of the Pod your basal delivery.

and begin again with a new Pod:

CANCEL — START

+ ThePodisaccidentally dropped, as
this may compromise sterility.

o The Pod orits adhesive pad is wet, dirty, or damaged.

o The cannula extends beyond the adhesive backing when the needle cap
is removed.

Warning: Verify that the cannula does not extend beyond the adhesive
backing once the Pod's needle cap is removed.

Using the pull tabs, remove the white paper backing covering the adhesive
pad. Be careful not to remove the adhesive pad itself. Do not allow the
adhesive to fold back on itself.
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Apply the Pod

Inspect and apply the Pod (screen step e ):

1. Examine the Pod. Tap CANCEL and dispose of the Pod if the adhesive pad is
folded, torn, or damaged, and begin again with a new Pod.

2. Orientthe Pod soitis:
« Horizontal or diagonal on your abdomen, hip, lower back, or buttocks.

o Upanddown
orataslight
angle on your Up, down, or slightangle
upper arm

00
or thigh. T
3. Apply the Pod

Horizontal or diagonal
to the selected \ /

infusion site,

pressing down
firmly to secure
the Pod to

your skin.

The adhesive is

designed for one- Front Back
time use. Once a Pod

is placed on your body, you cannot move that Pod to another infusion site.

Up,down orsllghtangle

Note: The Podsadhesive keeps it securely in place for up to three days.
However, if necessary; several products are available to enhance adhesion.
Ask your healthcare provider about these products. Avoid getting any lotion,
creams, sprays, or oils near the infusion site as these products mayloosen
the adhesive.

Begin insulin delivery

Begin insulin delivery (screen step G ):

Warning: Ifyouareapplyinga Pod ina place that does
not have alot of fatty tissue, squeeze the skin around
the Pod throughout the next step. Occlusions may
result if you do not use this technique for lean areas.

1. Ifyouapplied the Pod to alean area, squeeze the skin
around the Pod.

2. TapSTART.
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3.
4.

Confirm that the Pod is securely attached to your body, then tap CONFIRM.

Ifyou are squeezing your skin, stop squeezing when the PDM asks if the
cannula is properly inserted.

Once the cannula is inserted, the Pod automatically fills the cannula with insulin.
The Pod then begins delivering the basal rate of insulin according to the active
Basal Program.

The cannula can be inserted only once with each Pod.

Caution: Be sure to check the alarm function at every Pod change (see "Check
alarms" on page 105).

Check the Infusion Site

Following insertion of the cannula, check the Pod and
infusion site:

1.

Look through the viewing window on the edge of
the Pod to verify that the cannula is inserted into .
the skin. The cannula is tinted light blue.

Verify that there is a pink color in the area indicated

—

in the figure. This is an additional check thatthe ~ Checkhere ﬁ:reeCk

cannula was inserted. forlight blue for pink
I

Verify that there is no wetness or scent of insulin cannia color

at the infusion site. The presence of either may
indicate that the cannula has dislodged.

Warning: Check the infusion site after insertion to ensure that the
cannula was properly inserted. If the cannula is not properly inserted,
hyperglycemia may result.

Warning: Ifyouseeblood 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.

Ifthe cannula is not properly inserted, tap NO. Then tap DEACTIVATE POD.
Restart the process with a new Pod.

Ifthe cannula is properly inserted, tap YES.

A green banner notifies you that the Pod setup is complete. The screen shows
details about the Pod and a list of reminders.

Review thelist of active reminders, then tap CLOSE.
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Note: Ninety minutes after Pod activation, a Check BG reminder prompts you
to check your blood glucose level and infusion site. This additional safety feature
helps ensure that the cannula was properly inserted.

Warning: Never inject insulin (or anything else) into the fill port while
the Pod is on your body. Doing so may result in unintended or interrupted
insulin delivery.

Avoid Infusion Site Infections

Check the infusion site at least once a day:

»  Beaware of signs of infection, including pain, swelling, redness, discharge,
or heat at the infusion site. If you suspect an infection, immediately remove
the Pod and apply a new Pod in a different location. Then contact your
healthcare provider.

 Ifyouobserve any problems with the Pod, replace it with a new Pod.

Warnings:

Check often to make sure the Pod and soft cannula are securely attached

and in place. A loose or dislodged cannula may interrupt insulin delivery.
Verify that there is no wetness or scent of insulin, which may indicate that the
cannula has dislodged.

Ifan infusion site shows signs of infection:

«  Immediately remove the Pod and apply a new Pod at a different
infusion site.

Contactyour healthcare provider. Treat the infection according to
instructions from your healthcare provider.
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3 Changing Your Pod

More Information about Pod Use

Tip: Develop a routine so you can change your Pod at a convenient time. If you know
of an upcoming event that could interfere with changing your Pod, you can change
your Pod early to avoid a disruption in insulin delivery.

For additional information on using your Pods as effectively as possible, see the
following sections:

«  For care of your Pod, see "Pod and Insulin Care" on page 137.

o Tolearn about the Pod alarms, see "Alarms, Notifications, and
Communication Errors" on page 121.

 IfaPodalarm is sounding, first attempt to silence it with your PDM. If that
is not successful, you can manually turn off the Pod alarm (see "Silencing an
Unresolved Alarm" on page 135).

« Tounderstand the Pod's informational and notification beeps, including
which beeps are optional, see "Notifications List" on page 129 and
"Informational Signals List" on page 131.

« Tounderstand how to handle situations where the PDM cannot
communicate with your Pod, see "Communication Errors" on page 132.

o  Ifthe Home: Pod Info tab says "No Pod Communication:"

« Tofind thelast time the PDM successfully communicated with the Pod
navigate to: Menuicon (=) > Pod.

« Ifyouare unable to restore communication with the Pod and want
to change to a new Pod, navigate to: Menuicon (=) >Pod >
CHANGE POD.

»  Foradescription of the how the PDM communicates with the Pod, see
"PDM and Pod Interactions" on page 147.
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CHAPTER 4
Entering Blood
Glucose Readings

About Blood Glucose Testing

Warning: Follow the guidance of your healthcare provider for proper blood
glucose monitoring.

You may want to test for low blood glucose when:

You feel symptoms such as weakness, sweating, nervousness, headache,
irritability, or confusion.

»  Youhave delayed a meal after taking insulin.

Your healthcare provider advises you to do so.

To enter your blood glucose reading into the PDM:

«  Fromapaired BG meter, go to the following section.
«  When not using a paired BG meter, go to page 53.

To pair to a new BG meter, go to "Pairing, unpairing, or renaming a BG meter" on
page 114.

Entering Your Blood Glucose Reading from a Paired
BG Meter
To record a blood glucose reading from a paired BG meter:

1. Checkyour blood glucose following the CONTOUR’NEXT ONE BG
meter's instructions for use.

2. Turn onyour BG meter, if necessary, and place it next to your PDM (no more
than six feet away).

3. Gotothe Enter BG screen on your PDM:

Menuicon (=) > EnterBG
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4 Blood Glucose Readings

4. TapSYNCBGMETER. ® 50+ 3 W 100% £ 12:01 AM
The PDM imports all new blood & Enter BG a
glucose readings and saves them in )

your history records.

Note: Anexception isifthe PDM and
BG meter's clocks differ by more than
five minutes (see "PDM and Paired O
BG Meter Interaction” on page 151).

For the meaning of the screen’s mg/dL
colors and messages, see "How Blood

Glucose Readings are Displayed” on O
page 55.

Enter a BG value
Note: You cannot edit the value or

time of blood glucose readings froma

paired BG meter.

5.  Optional: To add one or more
informational tags to the blood
glucose reading shown in the circle,
see "Tagging Your Blood Glucose
Reading" on page 54.

CANCEL

6. After theblood glucose reading and any tags are entered, do one of
the following:

« Tap ADD TO CALCULATOR to save any tags and enter the blood glucose
reading into the Bolus Calculator. Then go to "Bolusing with the Bolus
Calculator” on page 57. If the Bolus Calculator is oft or disabled or if
insulin is suspended, ADD TO CALCULATOR does not appear.

o Tap SAVE to save any tags in the history records. If you accessed this screen
from the Bolus Calculator, SAVE does not appear.

 Tap CANCEL to exit the screen without saving the tags. Any imported
blood glucose readings have already been saved.
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Entering Your Blood Glucose Reading Manually

To manually enter your blood glucose reading:
1. Checkyour blood glucose following the BG meter's instructions for use.
2. Gotothe Enter BG screen on your PDM:

Menuicon (=) > EnterBG T TR BEZ T

3. Manuallyenter or editablood glucose [ RUSEISNSEESS Py
value as follows:

a. Tap theboxinside the circle.

b. Use the number pad to enter your
blood glucose reading. O

c. Tapthe checkmarkto close the

number pad.
. mg/dL
Note: Alternatively, you can enter

ablood glucose reading using the O
circular slider (see "Using a slider”
on page 6). When using the Enter a BG value
slider, "+" and "-" buttons appear
briefly. Tap these buttons to make
small adjustments to the blood
glucose number.

PAIR BG METER

Note: When you enter a blood CANCEl
glucose reading above 600 mg/dL, the
PDM stores it as "HI". When you enter
ablood glucose reading below 20 mg/dL, the PDM stores it as "LO".

For the meaning of the screen's colors and messages, see "How Blood Glucose
Readings are Displayed" on page 55.

4. Optional: To add one or more informational tags to the blood glucose
reading shown in the circle, see "Tagging Your Blood Glucose Reading" on
page 54.

5. After the blood glucose reading and any tags are entered, do one of
the following:

» Tap ADD TO CALCULATOR to save any tags and enter the blood glucose
reading into the Bolus Calculator. Then go to "Bolusing with the Bolus
Calculator” on page 57. If the Bolus Calculator is off or disabled or if
insulin is suspended, ADD TO CALCULATOR does not appear.

o Tap SAVE to save the blood glucose reading and any tags in the history
records. If you accessed this screen from the Bolus Calculator, SAVE does
notappear.
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» Tap CANCEL, then YES, to exit the screen without saving the blood
glucose reading or tags.

The PDM records the current time as the time of the blood glucose reading.

Tagging Your Blood Glucose Reading

Tagablood glucosereading

You can add informational tags to your ® 50+ 12:01 AM
blood glucose reading for future reference.
For example, you may tag the blood
glucose reading as pre-meal.

< Enter BG I g

an /=) ‘/ ~ I/ N
Yy © © W
To add a tag to the current blood glucose o
reading or to a control solution reading; B

1. Tap ADDTAGS.

e S~ R e
(@) (©) (@) (a4
2. Tapatagtoselectit. Youcanadd upto = B B R

Basal Basal Fasting Eating Out

four tags. 5=l
3. To removea tag, tap the tag again to B S
deselect it. ® ® @ K
Missed Snack Carb Guess Ketones
You can add or remove tags for LO and HI Bolus  (othen (negative)
blood glucose readings just as you would
for any other reading. D e

oo \_/ N

Ketones Ketones Ketones
(trace) (small) (medium)

Control solution readings

Asarule, a control solution reading from
apaired BG meter is automatically tagged
asa control solution. This reading is not
included in history averages.

CANCEL SAVE ADD TO CALCULATOR

Do not manually enter control solution readings from a non-paired BG
meter. You cannot tag manually-entered readings with a Control tag, which
means you cannot prevent them from being averaged into your blood glucose
history records.
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How Blood Glucose Readings are Displayed

The PDM displays the blood glucose reading inside a colored circle. The circle is:

o Yellowifyour blood glucose is above your BG Goal Range.

»  Greenifyour blood glucose is within your BG Goal Range.

o Redifyourblood glucose is below your BG Goal Range.

To change your BG Goal Range, see "BG Goal Range" on page 113.

@ 50+ 3 ¥ 100%

& Enter BG a

Treat your high BG!

If it remains high, seek medical advice.

273

mg/dL

=39 Today (Right Now)
ADD TAGS
CANCEL

SAVE ADD TO CALCULATOR

12:01AM [l @ 50+

3 W 100%
< Enter BG

15
&

(9 Today (Right Now)

ADD TAGS

CANCEL SAVE

ADD TO CALCULATOR

12:01 AM @® 50+

a & Enter BG a

3 ¥ 100% =5 12:01 AM

Treat your low BG!

60

mg/dL
Z9 Today (Right Now)

ADD TAGS

CANCEL SAVE ADD TO CALCULATOR

The PDM adds a warning message for high and low blood glucose readings.

Blood glucosereading  Screendisplay  Screen warning message

Above 600 mg/dLorHI ~ HI Treat your high BG! If it remains
high, seek medical advice.

251-600 mg/dL <BGreading>  Treatyour high BG! If it remains
high, seek medical advice.

70-250 mg/dL <BGreading>

20-69 mg/dL <BGreading>  TreatyourlowBG!

0-19mg/dLor LO LO Treat your low BG!

Ifthe blood glucose is HI or above 600 mg/dL, the PDM records "HI" in the
history. This indicates severe hyperglycemia (high blood glucose). If the blood
glucose reading is LO or below 20 mg/dL, the PDM records "LO" in the history.
This indicates severe hypoglycemia (low blood glucose). HI and LO readings are
saved in your blood glucose history, but are not used in averages.
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Warnings:

Blood glucose readings below 70 mg/dL may indicate hypoglycemia (low blood
glucose). Blood glucose readings above 250 mg/dL may indicate hyperglycemia
(high blood glucose). Follow your healthcare provider's suggestions

for treatment.

Ifyou get a “Treat your low BG!” message and feel symptoms such as weakness,
sweating, nervousness, headache, irritability; or confusion, follow your
healthcare provider’s recommendation to treat hypoglycemia.

Ifyou get a “Treat your high BG! If it remains high, seek medical advice”
reading message and feel symptoms such as fatigue, thirst, excess urination,
or blurry vision, follow your healthcare provider’s recommendation to treat
hyperglycemia.

"LO" or "HI" blood glucose readings can indicate potentially serious conditions
requiring immediate medical attention. Ifleft untreated, these situations can
quicklylead to diabetic ketoacidosis (DKA), shock, coma, or death.
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CHAPTER 5
Delivering a Bolus of Insulin

A bolus of insulin is used to lower a high blood glucose level and to cover the
carbohydrates in a meal. Bolus insulin is delivered, when requested, in addition to
insulin from a Basal Program or temp basal. For more information about boluses,
see page 157.

Warning: When using the extended bolus function, check your blood
glucose levels more frequently to avoid hypoglycemia or hyperglycemia.

Caution: Always measure your blood glucose prior to delivering a bolus.

If the Bolus Calculator is set to 'oft" or is temporarily disabled, go to "Manually-
calculated Bolus" on page 62.

Note: Insulin sensitive patients should be aware that the accuracy of the device
below 1U is +0.05 units. For a dose of 0.05 units the actual bolus delivered may be
aslowas 0.00 units or as high as 0.10 units.

Bolusing with the Bolus Calculator

The Bolus Calculator calculates a suggested bolus amount of insulin to correct an
elevated blood glucose level (a correction bolus) and/or to cover carbohydrates
in ameal (a meal bolus). For details about how the Bolus Calculator works, see
page 158.

Ifyou enter a blood glucose value but not carbs, the Bolus Calculator calculates a
correction bolus only. If you enter carbs but not a blood glucose value, the Bolus
Calculator calculates a meal bolus only. If you enter both a blood glucose value
and carbs, the Bolus Calculator uses both factors to calculate a suggested bolus.

To change your personal settings used by the Bolus Calculator; or to turn the Bolus
Calculator on or off, see "Bolus Calculator settings" on page 117.

Enter your meal information
To enter the carbohydrates, or "carbs," for your meal:
1. Onthe Home screen, tap the Bolus button ( 9 ).

Tip: Ifyou do not want to use the Bolus Calculator and already know the
amount of the bolus you want to deliver, tap the Total Bolus field to bring up
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5 Delivering a Bolus of Insulin

the number pad. Enter the bolus amount and tap the checkmark. Then go to
"Delivering an immediate or extended bolus” on page 59.

2. Toenter carbs manually, tap the Enter |y 3 @ 100% = 1:54PM
Carbs field. Enter the grams of carbs
and tap the checkmark. & Bolus Calculator A
Note: Consult your healthcare Enter Carbs Meal Bolus
provider about how to calculate the
grams of carbs. 0 g 0.

3. Optional: Tolook up carbs in the Food
Library, tap FOOD LIBRARY and select | FOOPHERARY
the food for your meal (see "Add carbs

to the Bolus Calculator” on page 67). o Gorrection Bolus
Note: Even though the Food Library | - - 0.
may list grams of fiber in addition to -

grams of carbs, the Bolus Calculator
does not subtract fiber from the

carb value. Consult your healthcare
provider about whether you should
make an adjustment for fiber. a5ergH

Total Bolus O
CALCULATIONS

4. Review the suggested meal bolus, CANCEL
which is shown next to the grams
of carbs.

5. Optionally, tap CALCULATIONS to see the details of the bolus calculations.

Note: If you have entered your blood glucose reading, the meal bolus may have
been adjusted for:

+ Insulin on board (IOB) from a previous correction bolus.

« Reverse correction, if this feature is turned on and your blood glucose is
below your Target BG.

For more information, see "Bolus Calculator rules” on page 165.

Note: If you have not entered your blood glucose reading, the Bolus Calculator
does not adjust the meal bolus for IOB.

Enter your blood glucose reading

Note: While the Bolus Calculator can generate a suggested bolus dose based only
on the carbohydrates in a meal, you should always enter a recent blood glucose
reading for added safety and accuracy. This allows the Bolus Calculator to adjust
the suggested bolus to account for your current blood glucose level.
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Delivering a Bolus of Insulin 5

To enter ablood glucose reading:
1. TapENTERBG.

If the PDM has a blood glucose reading from within the past 10 minutes, that
value automatically appears in the BG field. If you want the Bolus Calculator
to use that value, skip the next step.

2. Enter your blood glucose reading:

+ Tousea paired BG meter—After measuring your blood glucose on
the paired BG meter, tap SYNC BG METER. The blood glucose reading
appears on the PDM screen.

« Tomanually enter ablood glucose reading—Tap the box in the circle and
enter the blood glucose reading. Alternatively; slide the indicator along the
circle to enter the blood glucose reading.

While the Bolus Calculator will use any blood glucose value you enter
manually, you should only enter a blood glucose value that was taken
within the last 10 minutes.

For the meaning of the colors and messages displayed on the Enter BG
screen, see "How Blood Glucose Readings are Displayed" on page 55.

3. Optional: To tag the blood glucose reading, tap ADD TAGS and tap a tag. Tap
again to deselect a tag. You can add up to four tags.

4. 'Tap ADD TO CALCULATOR. The Bolus Calculator screen reappears.

Review the suggested correction

bolus, which is shown next to the o0 S AL T
blood glucose value. The correction <& Bolus Calculator a
bolus has been adjusted for any insulin
on board (IOB) (see "Bolus Calculator | Total Carbs Meal Bolus
rules"” on page 165).
60 . 4.
Delivering an immediate or 005 LisRARY
extended bolus
BG (1:54 pm) Correction Bolus

The Total Bolus field shows the proposed
bolus. The amount of any IOB adjustment 150 1
appears below the Total Bolus field. o Y

ENTER BG
To review and deliver the bolus:

1. Review the suggested bolus. To adjust Total Bolus
it, tap the Total Bolus field and enter a CALCULATIONS 5 u
revised bolus.

Adjusted for I0B of 0 U

CANCEL EXTEND BOLUS CONFIRM
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To review the Bolus Calculator's
calculations, tap CALCULATIONS.
You may need to swipe up or down to
see all of the calculations. Tap CLOSE
when done (see "Bolus Calculator
equations” on page 164 for details).

To deliver the entire bolus
immediately, tap CONFIRM and skip
tostep 5.

4. Toextend some or all of ameal bolus:

a. Tap EXTEND BOLUS.

Note: The EXTEND BOLUS option
is available when there isa meal
bolus and the extended bolus
setting is enabled.

b. Tap the Now field and type in the
percentage of the bolus to be
delivered immediately.
Alternatively, tap the Extended
field and enter the percentage to
be extended.

The number of units to be
delivered now and over the
extended period appear below the
percentage (%).

Note: You can only extend
the meal portion of the
bolus. A correction portion
of the bolus, if any, is always
delivered immediately.

c. TaptheDuration field and enter

@ 50+U

3 © 90%

5 Delivering a Bolus of Insulin

» 5:47 AM

< Bolus Calculation 'S

Correction Bolus Tu

BG = 150, Target BG = 100
Correction Factor = 50

(150-100) / 50 = 1 U

Meal IOB adjustment

Meal IOB=0U
1U-0U=1U

Correction I0B adjustment

CorrectionlOB=0U

TU-0U=1U

Meal Bolus

4y

Carbs =60 g, IC Ratio = 15 g/U

60/15=4U

Correction I0B adjustment

CLOSE

@ 50+

3 ¥ 100%

< Extended Bolus

Now

40 |,

1.60U

Duration
(0.5t0 8 hrs)

Total Bolus

Meal Bolus

Correction Bolus

CANCEL

Extended

60 .

240U

0.5

S5u

4y
Tu

CONFIRM

the duration for the extended portion of the bolus.

d. Tap CONFIRM.
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Delivering a Bolus of Insulin 5

Review the bolus details on the Confirm Bolus screen.

Immediate bolus: The screen for an immediate bolus shows the carbs and
blood glucose values used for the bolus calculation and also the total bolus.

@ 50+ 3 100% 9:57 AM
& Confirm Bolus a
Carbs 60 <« 1 Gramsofcarbs
BERC:SG ) TS mod <L Blood glucose value

Thetotal bolus 5
includesany |OB Total Bolus u '
adjustmentsand CALCULATIONS Adjusted for 105 of o U << Adjusted for IOB of x
any adjustments Umeans the Bolus
youmadetothe ;alculatortook OB
calculated bolus. intoaccount (see

CREATE BG REMINDER

page 147-page 172).

CANCEL

Extended bolus: In addition to the information on the immediate bolus
screen, the extended bolus screen also shows how much of the bolus will be
delivered immediately and how much will be extended.

@ 50+ 3 ¥ 100% =% 1:54 PM
& Confirm Bolus A
Carbs 60 ¢
Ihe intllre BG (1:54 pm) 150 mgrdL
correction dolus Bolus Now 40 % % of meal bolus to be
is delivered M0l iven immediatel
immediately. —= correction: 1U 9 y
Bolus Extended 60 % (0.5 1)
Onlythe meal —= weal: 2.40u
bolus can - % of meal bolus to
be extended be given overthe
extended period
Total Bolus 5 U
CALGULATIONS Adjusted for 0B of 0 U
CANCEL
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5 Delivering a Bolus of Insulin

6. Optional: Set up a reminder to check your blood glucose:
a. Tap CREATE BG REMINDER.
b. Tap the Check BGin field and enter the time for the reminder.
c. TapSAVE.

Note: The CREATE BGREMINDER button appears only if the "Check BG
after Bolus" reminder setting is turned on. To turn this setting on or off, see
"Check BG after Bolus reminders" on page 109.

7. Tap START to begin the bolus.

The Home screen tracks the delivery of an immediate or extended bolus (see
"Tracking the Progress of a Bolus" on page 64).

Manually-calculated Bolus

A manually-calculated bolus is a bolus ® 50+ 3 W 100% = 2:28 PM
that you calculate yourself. If the Bolus
Calculator is set to 'off' or is temporarily
disabled, you must enter a manually-
calculated bolus.

A bolus cannot be greater than your
Maximum Bolus setting (see "Maximum
Bolus" on page 116).

< Bolus A

To deliver a manually-calculated bolus:

1. Onthe Home screen, tap the Bolus
button (@)

The Bolus screen appears. SELECT FROM PRESETS

Note: A different screen appears
if the Bolus Calculator is active (see O

page 58). Total Bolus

2. Enter the bolus amount using one of
the following methods: CANCEL

o Tap the Total Bolus field and enter
the bolus amount. Then tap the checkmark.

o+ Tap SELECT FROM PRESETS and select the desired preset from the list.
This option is only available if the Bolus Calculator is turned off. To create
or edit a bolus preset, see "Bolus Presets” on page 87.
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3. Todeliver the entire bolus immediately, tap CONFIRM. Then skip to step 5.
4. Toextend the bolus:

a. Tap EXTEND BOLUS. ® 50+ 3 W 100% £ 2:28 PM
Note: The EXTEND BOLUS option & Extended Bolus A
is only available if extended boluses
are enabled (see page 116). Now Extended

b. Tap the Now field and type in the
percentage of the bolus to be 40 % 60 %
delivered now. Alternatively, tap 240U 3.60U
the Extended field and enter the
percentage to be extended. Duration 05
The number of units to be (@stosns )
delivered now and over the
extended period appear below the
percentage (%).

Note: You can extend the
entire bolus. 6
Total Bolus u

c. Tapthe Duration field and enter
the duration for the extended AL T
portion of the bolus.

d. Tap CONFIRM.
5. Review the bolus details on the Confirm Bolus screen.
6. Optional: Set up a reminder to check your blood glucose as follows:
a. Tap CREATE BGREMINDER.
b. Tap the Check BGin field and enter the time for the reminder.
c. TapSAVE.

Note: The CREATE BGREMINDER button appears only if the "Check BG
after Bolus" reminder setting is turned on. To turn this setting on or off, see
"Check BG after Bolus reminders" on page 109.

7. Review the bolus details, then tap START to begin the bolus.

The bolus amount and details about the bolus preset, if a preset was used, are
stored in your history records. The Home screen tracks the delivery of an
immediate or extended bolus (see "Tracking the Progress of a Bolus" on page 64).
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5 Delivering a Bolus of Insulin

Tracking the Progress of a Bolus

Duringa bolus, the Home screen displays a progress bar.

Immediate bolus progress % 100% = 9:58 AM

During an immediate bolus, the Home
screen displays a Bolus in Progress message
along with a progress bar and details.

If the Bolus Calculator is on, an estimate E Delivering Bolus
of the IOB is displayed in the lower left of [ I

the screen. Approx. 1.20 U of 5 U delivered

If the Bolus Calculator is off (not shown),
the amount of the last completed bolus is

displayed in the lower left of the screen. CANCEL
You cannot use your PDM during an

immediate bolus. & LisTeG

To cancel or replace a bolus, see "Altering a © 115 mg/dL
Bolus in Progress" on page 65. Today (1 min ago)
Extended bolus progress

During an extended bolus, the Home

screen's Dashboard tab displays an

Extended Bolus in Progress message along &=
with a progress bar and other details. = Sep 28 o A

Note: If the Bolus Calculator is off, the
Dashboard tab only appears when an
extended bolus is in progress.

Dashboard Basal Pod Info

Delivering Extended

If the Bolus Calculator is on, the displayed Bolus

IOB is updated with estimated amounts I
from the ongoing bolus. Approx. 0.05 U of 0.35 U delivered

If the Bolus Calculator is off (not shown), g 0t

CANCEL

the amount of the last completed bolus is

displayed in the lower left of the screen.
® LasTEG
You can use your PDM for most actions 9)
during an extended bolus. 115 mgrdL
Today (Right Now)
Unless you cancel the bolus, the Pod
finishes delivering a bolus whether or not it
is in range of the PDM. To cancel or replace
abolus, see "Altering a Bolus in Progress" Bolus
in the next section.
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Altering a Bolus in Progress

3 100% 9:58 AM

When an immediate bolus is in progress,
you must cancel it before performing any

other action.
During an extended bolus, you can: E Delivering Bolus
«  Cancel thebolus. .

. . . Approx. 1.20 U of 5 U delivered
o Deliver anew immediate bolus

and continue the extended bolus
in progress.

o Replace thebolusin progress with CANCEL

another bolus.

o ® LasTBG
If you geta communication error message o)

when canceling a bolus, see "Error when 115 mgraL
sending insulin instructions to the Pod" on Todayi{1minzgse)
page 133.

Cancelabolus

To cancel an immediate or extended bolus:

1. Onthe Home screen (immediate bolus) or the Home screen's Dashboard tab
(extended bolus), tap CANCEL.

2. Tap YES to confirm canceling the bolus. The Pod beeps to confirm that the
bolus is canceled.

Deliver anew bolus during an extended bolus

To deliver an immediate bolus while an extended bolus is in progress:

1. Onthe Home screen, tap the Bolus button.

2. Enter the carbs and blood glucose information. Then tap CONFIRM.
3. TapSTART.

The new bolus is delivered, and the extended bolus continues.

Replace an extended bolus

To replace an extended bolus in progress with a new extended bolus, you must
cancel the ongoing bolus first.

1. Onthe Home screen, tap the Bolus button ().

2. Enter theamount of the new bolus (see "Bolusing with the Bolus Calculator”
on page 57 or "Manually-calculated Bolus" on page 62).

3. Tap EXTEND BOLUS. A screen appears telling you that an extended bolus is
already active.
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5 Delivering a Bolus of Insulin

4. Tap CANCEL & CREATE NEW to cancel the active bolus. The PDM tells you
how much of the bolus was undelivered.

5. Select how to handle the undelivered bolus amount:

« Ifyouwantto add the undelivered bolus amount to the new extended
bolus, tap ADDTO TOTAL BOLUS. Verify that the new total bolus is
correct. Then tap EXTEND BOLUS.

Note: The Bolus Calculator considers this added amount to be a user
adjustment to the new bolus. This added amount will be delivered over
the same duration as the new extended bolus.

« Ifyoudo not want to add the undelivered bolus amount to the new
extended bolus, tap NO.

6. Return to the extended bolus flow:
« Ifthe Bolus Calculator is on, go to step 4 on page 60.
« Ifthe Bolus Calculator is off, go to step 4 on page 63.

Using the Food Library

Note: The Food Library is only available when English is the selected language.

The Food Library hasa MY FOODS list ® 50+ 3 W 100% > 2:30 PM
and a BROWSE list.

The BROWSE list contains thousands of
common foods. You can create a smaller
list of your favorite foods on the MY
FOODS list.

When you are about to eat, you can use the
MY FOODS list or the BROWSE list to
transfer the number of carbs in a meal to

the Bolus Calculator. Beverages (Sports, Energy & Meal
Shakes, Soda, Coffee, Tea)

Food Library Q

MY FOODS (1) BROWSE

Fast-Foods, Fair Foods, Eating Out,
Restaurants

Alcoholic Drinks

To access the Food Library, do one of
the fOHOWing: Bars, Breakfast Cereals

o From the Home screen, tap:
»tap Breads, Bagels, Rolls, Crackers,

Menuicon (=) >Food Library Cookies

+  From the Bolus Calculator screen, tap Fats, Condiments, Sauces, Dressings
FOOD LIBRARY.

Tap MY FOODS or BROWSE to switch ERHCH.

between the lists. A blue underline
indicates whether the MY FOODS or BROWSE list is showing.
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Allindividual food items on the BROWSE
list are marked with a heart. If the heart is
anoutline (()), that food does not appear
on the MY FOODS list. If the heart is solid
(@), you have added that food to the MY
FOODS list. Foods with a solid heart (@)
are considered "favorite" foods.

The back (<) arrow takes you to the
previous screen in the Food Library.

Note: The total grams of carbs on the
BROWSE list includes grams of fiber. The
Bolus Calculator does not automatically
subtract fiber from a carbs value when
importing carbs from the Food Library.
Consult your healthcare provider about
how to account for fiber when calculating
abolus.

Delivering a Bolus of Insulin 5

@ 50+

2 ¥ 100%

2:30PM

< BACK

Bananas, raw Q
Quantity Servings
1 Select Size -
Total Carbs
Dietary Fiber

Sugars

Food Carbs

0 items added

CANCEL

Add carbs to the Bolus Calculator
Add carbs to the Bolus Calculator from the BROWSE list

To add carbs to the Bolus Calculator froma
food listed on the BROWSE list:

1. Locate the food youare going to
eat (see "Search for a food on the
BROWSE list" on page 69).

2. Tap Quantity to specify how many
servings of the food you will eat.

3. Ifthefood has multiple serving sizes,
tap Servings to specify the serving size
and measurement units.

4. 'Tap ADD to add the number of carbs

in the food to the total carbs displayed
in the Food Carbs banner.

Note: The ADD button is disabled if
you have not specified a serving size.

To remove the food from the Food
Carbs total, tap REMOVE.

@ 50+

2 ¥ 100%

2:30 PM

< BACK

Bananas, raw

L

Quantity Servings

baby [3 oz with skin] (1.9 0z)

REMOVE

Total Carbs 1249
Dietary Fiber 149
Sugars 6.7g

Food Carbs

1 item added

f2sa

CANCEL
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5.

Optional: Add additional foods:

a. Tap theback (<) arrow or use the search function to navigate to the next
food item. Then tap to select the food item.

b. Tap ADD. This adds the carbs from the new selection to the total carbs in

the Food Carbs banner.

c. Repeat this step until the Food Carbs banner shows the total carbs for

your entire meal.

Tip: Tap the Food Carbs banner to see the foods that are included in the total.

Tap ADD TO CALCULATOR. The Bolus Calculator screen appears with the
total number of carbs entered in the Enter Carbs field.

Note: The ADDTO CALCULATOR option does not appear if the Bolus

Calculator is off or disabled.

Add carbs to the Bolus Calculator from the MY FOODS list
To add carbs to the Bolus Calculator from a food listed on the MY FOODS list:

1.

Open the MY FOODS list:
Menuicon (=) >Food Library
Tap the MY FOODS list.

Optional: To filter the MY
FOODS list:

a. Tap the down arrow beneath the
MY FOODS heading. A drop-
down list of food tags appears.
The number of food items with
each tag is shown in parentheses.
The default category is All, which
shows the entire MY FOODS list.

b. Tapatag. Thelistis filtered to
show only food items with
that tag.

Tap the plus sign (+) next to the
food's name to add that food's carbs
to the total in the Food Carbs banner.
A checkmark replaces the plus (+)

@ 50+ 3 W 100% == 2:30 PM

Food Library Q

MY FOODS (1) BROWSE

All(1) ~ EDIT

® Add custom foods

@ Bananas, raw 1249
1x baby [3 oz with skin] (1.9 0z),
Breakfast

Food Carbs 0

0 items added 9

CANCEL

sign to show that the food's carbs have been added.

Tip: Ifyou want to view the food details before adding its carbs, tap the name of
the food instead of tapping the plus sign (+). Then tap ADD to add the number
of carbs to the total in the Food Carbs banner.

To remove a food from the Food Carbs total, tap the checkmark next to

that food.
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5. Repeat the preceding steps until the Food Carbs banner shows the total carbs
for your entire meal.

Tip: Tap the Food Carbs banner to see the foods that are included in the total.

6. Totransfer the total carbs from the Food Carbs banner to the Bolus
Calculator, tap ADD TO CALCULATOR. The Bolus Calculator screen appears
with the total number of carbs entered in the Enter Carbs field.

Note: The screen reads REPLACE CALCULATOR CARBS instead of ADDTO
CALCULATOR f you had already entered carbs into the Bolus Calculator.

Note: The ADDTO CALCULATOR option does not appear if the Bolus
Calculator is oft or disabled.

Search for a food on the BROWSE list

Search using the searchicon ® 50+ 2 W 100% <> 2:30PM

To search for a specific food: Food Library Q

1. OpentheFood Library:
. - . MY FOODS (1) BROWSE
Menuicon (=) > Food Library
2. Tap the search icon ( ) onthe Fast-Foods, Fair Foods, Eating Out,
upper right of the screen. BeSTalrants
Note: The search function Alcoholic Drinks
only searches for foods from the
BROWSE list. It does not search the Bﬁvzmges ‘SSPO"?; E“e’gy)& Meal
. Shakes, Soda, Coffee, Tea
MY FOODS list.
3. Type ina search WOI‘d. Bars, Breakfast Cereals
After three letters are entered, the Breads, Bagels, Rolls, Crackers,
screen shows a list of foods that begin Cookles
with those letters. To narrow down _ )
. . . Fats, Condiments, Sauces, Dressings
alongist, you can continue typing
your word.
CANCEL
Note: Tap the "x" next to the search
term to exit the search.

4. Tapthe checkmark to close the keypad. The screen displays food items
matching your search term.

5. Swipe up or down as needed to locate the desired food. Then tap to select it.
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5 Delivering a Bolus of Insulin

Search by browsing the food categories

The BROWSE list displays food categories listed in alphabetic order.
To browse food categories:

1. OpentheFood Library's BROWSE list:

Menuicon (=) > Food Library

Tap the BROWSE list.

Swipe up or down as needed and tap the desired category of food.

Continue selecting sub-categories until a list of individual foods is displayed.

SA T

Swipe up or down as needed to locate the desired food. Then tap to select it.

Create a list of favorite foods on the MY FOODS list

Foods on the MY FOODS list are considered "favorites." The MY FOODS list can
contain up to 50 items. This section explains how to create food favorites on the
MY FOODS list by:

«  Addingfoods from the BROWSE list.
Creatinga meal by combining two or more foods from the BROWSE tab.
Creatinga custom food by entering a name and number of carbs.

Addfoods from the BROWSE list

To add a food item from the BROWSE list
to the MY FOODS list:

1. Navigate to the BROWSE list:
Menuicon (=) > Food Library
2. Tapthe BROWSE list.

% W 100% =% 2:31 PM

My Foods: Adding favorites

White Sweet Corn, raw

Keep existing name

3.  Onthe BROWSElist, locate the
food you would like to add to MY Quantty  Servings
FOQODS (see "Search for a food on the 1 ear [4 oz with cob, 6" lo..  ~
BROWSElist" on page 69). + Creato New Vel

4. Taptheoutline ofa heart ( @ ) next to
the food. Tems

5' TO change the name ofthe fOOd on the Breakfast Lunch Dinner Snack
MY FOODS liSt: Beverage Custom Meal

a. Tap the checkmark next to
Keep existing name. The
checkmark disappears.

CLOSE @ SAVE TO MY FOODS
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b. Tap Enter New Name and type in a descriptive name. Tap the checkmark

on the keypad.
6. Optional: Tap Quantity to specify how many portions of the food you
will eat.
7. Ifthe food has multiple serving sizes, tap Servings to specify the serving size
and measurement units.

8. Optional: To help locate the food in the future, tap one or more tags. Swipe up
as necessary to view the tags. Tap a tag again to deselect it.

9. Tap SAVETO MY FOODS. The food is marked with a solid heart ' )
indicating that the food is a "favorite" and appears in both the BROWSE and
MY FOODS lists.

Create ameal by combining foods from the BROWSE list

"To combine two or more foods into a meal on the MY FOODS list, you must first
create a new meal containing only one food. Once you have an existing meal, you
can add additional foods to that meal.

To create a new meal or to add foods to an existing meal:
1. Navigate to the BROWSE list:

Menuicon (=) >Food Library
2. Tapthe BROWSE list.

3. Onthe BROWSE ist, locate the first food you would like to add to the meal
(see "Search for afood on the BROWSE list" on page 69).

4. Taptheoutline ofa heart ( @ ) next to the food.

Optional: Tap Quantity to specify how many portions of the food you
will eat.

6. Ifthefood has multiple serving sizes, tap Servings to specify the serving size
and measurement units.

7. Tocreate anew meal:
a. TapCreateanew meal.

b. Tap the Create ANew Meal field. Type in a descriptive name for the meal.
Tap the checkmark when finished.

c¢. Optional: Add one or more tags to help you find the food in the future.
d. Tap SAVETO MY FOODS to save this new meal.

The food is marked with a solid heart ( ' ) indicating that the food isa
"favorite" and was added to the MY FOODS list.
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8. Toaddanew food to an existing meal:
a. Repeatsteps 1 - 6above.

b. Tap the Add To A Meal (optional) field and tap the name of the
desired meal.

¢. Optional: Add one or more tags to help you find the food in the future.
d. Tap SAVETO MY FOODS to add the food to the meal.
e. Repeat this step to add additional food items to the meal.

Note: The food items that make up the meal are shown immediately below the
meal in the MY FOODS list. To remove a food item from a meal, see "Removing
foods from the MY FOODS list" on page 73.

Create a custom food

Use the custom food feature to add carb

information about any food. AESREN P e 2 AUEM
To add a custom food:

1. Navigate to the MY FOODS list:
Menuicon (=) >Food Library

My Foods: Adding Custom

. Enter Food Name

2. Tapthe MY FOODS list. Eertes el st
Tap Add custom foods. —

4. TaptheFood Title field and type Enter Carb Value 09
ina descriptive name for your E::rer Fiber Value (optional) 0g
custom food.

5. Tap the Carbs field and enter the total —
number of carbs for the food item(s). g

Breakfast Lunch Dinner Snack

6. Optional: Tap the Fiber field and enter
the amount of fiber for the food item. Beverage Meal

Note: Consultyour healthcare
provider about how to enter the carbs
and fiber values. The Bolus Calculator ER=E
does not subtract fiber from the

carb value.

7. Toadd one or more tags to your custom food, tap the desired tags.

Note: You may need to swipe up to see additional tags. The Custom tag is
automatically added to a custom food. Tap any selected tag to remove it.

Tip: Tags are a quick way to filter your MY FOODS list. Select multiple tags for
any foods that belong to more than one food category.
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8. To create a different custom food, tap ADD ANOTHER ITEM. Swipe up to see a
new set of name and carb fields. Repeat the preceding steps.

9. When done, tap SAVETO MY FOODS. Your custom foods are displayed on
the MY FOODS list for quick access in the future.

Removing foods from the MY FOODS list

To delete a food or meal from the MY FOODS list:

1. Navigate to the MY FOODS list: @ 50+ TN
Menuicon (=) >Food Library

Food Lib Q
2. Tapthe MYFOODS list. o0¢ -hray
Tap EDIT. MY FOODS (1) BROWSE
4. Locate the food or meal you would Al ) —
like to remove, and tap the red x ® )
next to its name.
® Bananas, raw 1249

1x baby [3 oz with skin]
(1.9 0z), Breakfast

5. Tap YES to remove the food item from
MY FOODS.

If the food was originally added from the
BROWSE list, it remains listed on the
BROWSE list with an open hearticon

(QO).

Ifa deleted food is also part of a meal,
deleting the individual food also deletes Food Carbs
the food from that meal and subtracts the 0 items added
carbs from the meal's total carbs. e

Note: When on the BROWSE list, if you
tap the filled heart icon (@) and tap
YES, the icon changes to an open heart ( O ). That food is removed from the MY
FOODS list. If the food is also part of a meal on the MY FOODS list, this action
also removes the food from the meal and subtracts the food's carbs from a meal's
total carbs.

Note: You cannot delete or edit foods listed on the BROWSE list.
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CHAPTER 6
Modifying Basal
Insulin Delivery

This chapter describes how to modify your basal insulin delivery by using
temporary basal rates or by switching to a different Basal Program (see
"Temporary basal rates" on page 153).

To create a new Basal Program, see page 81. To edit an existing Basal Program, see
page 83.

Using Temporary Basal Rates

Use a temporary basal rate, or “temp basal,” to handle a temporary change in your
routine. For example, a temp basal can be used when you are exercising or when
you are sick. When a temp basal ends, the PDM automatically reverts to delivering
the scheduled Basal Program.

You cannot activate or cancel a temp basal during an immediate bolus, but you
can activate or cancel a temp basal while an extended bolus is running.

To create a temp basal preset for a frequently used temp basal, see "Create a new
temp basal preset" on page 85.

To activate a temp basal preset, see "Activate a temp basal preset” on page 77.

Tip: By default, the PDM or Pod sounds a tone at the beginning and end of a temp
basal and every 60 minutes while a temp basal is running. To turn these on or off, see
"Informational Signals List" on page 131.

Activate a temp basal

You can only activate a temp basal if the temp basal setting is on. To turn on the
temp basal setting, see "Temp basal" on page 115.

To define and activate a temp basal:
1. Navigate to: Menuicon (=) > Set Temp Basal.
The screen shows a graph of the active Basal Program.

Note: Toactivate a temp basal preset, tap SELECT FROM PRESETS and go to
step 2 of "Activate a temp basal preset" on page 77.
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Tap the Basal Rate field and enter the @ 50+ 3 W 100% > 2:32PM

desired change in the basal rate:
& Set Temp Basal A

o Iftemp basals are configured as
apercent (%) change, scroll the SRprHLy e
wheel up or down to define the Nerl ey
percent change to the active Basal
Program. An up arrow indicates
increasing the basal rate above

that of the active Basal Program. A 12am  4:30am
down arrow indicates decreasing

the basal rate below that of the Basal Rate 5
active Basal Program. (up o3 Wifhr) 2

o Iftemp basalsare configured asa
flat rate (U/hr), scroll the wheel to Duration s
select the basal rate for the entire (30 mins to 12 hrs)
temp basal period.

SELECT FROM PRESETS
To change whether temp basals are
configured as percent (%) or U/hr, see

"Temp basal” on page 115. i

Note: The scroll wheel will not scroll above your Maximum Basal Rate. To
adjust your Maximum Basal Rate, see "Maximum Basal Rate" on page 115.

Tip: You can turn offinsulin delivery for the duration of the temp basal
by setting a decrease of 100% or setting the temp basal to 0 U/hr. For more
information, see "Temp basal limitations” on page 155 and "Methods to
temporarily stop insulin delivery” on page 156.

Tap the Duration field and enter the temp basal duration
(between 30 minutes and 12 hours).

Examine the temp basal graph at the top of the screen. The proposed temp
basal is superimposed on the active Basal Program.

o Thelighter blue shaded area shows the proposed temp basal rate for
each segment.

« Ifyousetadecrease, the active Basal Program is shown as a dotted line.
Tap CONFIRM to continue.

Review the temp basal details. If corrections are needed, tap on the row that
you would like to change. Then enter your corrections and confirm them.

Note: Ifnecessary, the PDM limits the basal rate of any segment that would
exceed your Maximum Basal Rate setting. This is indicated by a red line on
the graph and the word "Max."

To activate the temp basal, tap ACTIVATE. Then tap ACTIVATE again.
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After activation, the Home screen's Basal tab, renamed Temp Basal, indicates that
the temp basal is running and how much time remains. At the end of the temp
basal time period, the Pod automatically resumes the active Basal Program.

Activate a temp basal preset

A temp basal preset stores the details of a temp basal that you use frequently. To
create or modify a temp basal preset, see "Temp Basal Presets” on page 85.

To activate a temp basal preset:

1. Navigate to:
Menuicon (=) >Temp Basal Presets

2. Swipe to scroll up or down, and tap the temp basal preset you want to activate.
Note: Tap EDIT if you want to modify the preset.

3. Toactivate the temp basal, tap ACTIVATE, and then tap ACTIVATE again.

Cancel a temp basal ® 50+ 1 3 W 100% = 12:58 AM
A temp basal stops automaticallyattheend | = Sep28 T A
ofits time period and the last active Basal

Dashboard Temp Basal Pod Info
Program resumes. To cancel a temp basal R
before the end ofits time period: _——

1. Navigate to the Home screen's Temp B BAETpARE . (BINR )

Basal tab. T h' : :
0.47 05 0.6 5 0.75
2' Tap CANCEL 12am 8:30am 4pm 12am
3. Tap YESto confirm cancellation. The Decrease & 5% CANCEL  VIEW

PDM cancels the temp basal and
resumes the active Basal Program.

{5 LAST BOLUS ® LasTeG
0.5u 125 mgrdL
Today (56 min ago) Today (11 min ago)

©

Bolus
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6 Modifying Basal Insulin Delivery

Switching to a Different Basal Program

Different days can have different routines. The PDM lets you create different
Basal Programs for your different routines. For example, you may use one Basal
Program on weekdays and a different one on weekends.

To create, edit, or delete a Basal Program, see "Basal Programs" on page 81.
To switch to a different Basal Program:
1. Navigateto: Menuicon (=) >Basal Programs.
Alist of Basal Programs appears with the current Basal Program at the top.
2. Selectadifferent Basal Program in one of the following ways:

+ Toseeagraph of an inactive Basal Program prior to activating it, tap on
the name of that Basal Program. Then tap ACTIVATE.

Tip: Double-tap the graph to see an expanded view of the Basal Program.
Swipe horizontally to view basal rates for later or earlier times.

« Tapthe Optionsicon ( } ) to the right of an inactive Basal Program, then
tap Activate.

3. Tap ACTIVATE again to replace the current Basal Program with the newly
selected one.

Note: You must cancel a running temp basal prior to switching to a different Basal
Program (see "Cancel a temp basal" on page 77). You can, however, start or
cancel a temp basal while an extended bolus is running.

Note: If one or more segments are set to deliver 0 U/hr, the PDM notifies you that
insulin delivery will stop during those segments.
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Modifying Basal Insulin Delivery 6

Suspending and Resuming Insulin Delivery

Sometimes you may need to stop insulin delivery briefly. For example, you must
suspend insulin delivery prior to editing an active Basal Program or resetting the
time or date. The Omnipod DASH System lets you suspend all insulin delivery for
up to two hours.

For the difference between stopping insulin delivery using the suspend feature
or the temp basal feature, see "Methods to temporarily stop insulin delivery" on
page 156.

Suspend insulin delivery

To suspend insulin delivery: ® 50+ % W 100% = 1:52 PM
1. Navigate to: Menuicon (=) > & Suspend Insulin a
Suspend Insulin.
2. TaptheSuspend Insulin for field. How long would you like to
Scroll the scroll wheel to specify suspend insulin delivery?
the duratlon.ofmsulln suspel.lsmn. While insulin delivery is suspended, all
The suspension can last 30 minutes, basal insulin will be stopped, and a bolus

1 hOLll‘, 15 hOl,lI'S, or 2 hours. cannot be administered.
Tap SUSPEND INSULIN.

4. Tap YES to confirm that you want to
stop all insulin delivery.

The basal insulin delivery

is suspended.

The Home screen displays a yellow banner
stating that "Insulin delivery is suspended.”

Suspend Insulin for 0.5

Note: The Pod beeps every 15 minutes
throughout the suspension period. At
the end of the suspension period, insulin
delivery does not automatically resume.
The Pod and PDM notify you every
minute for three minutes, and repeat this
notification every 15 minutes until you
have resumed insulin delivery.

CANCEL

Note: Temp basals or extended bolus are
automatically canceled when you suspend
insulin delivery.
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6 Modifying Basal Insulin Delivery

Resume insulin delivery before the suspension period ends

1. Navigate to:
Menuicon (=) > Resume Insulin
or

If the Bolus Calculator is on, tap the
large circle showing the IOB on the
Home screen's Dashboard tab.

2. Tap RESUMEINSULIN to confirm
restarting the Basal Program
scheduled for the current time.

The PDM beeps to confirm that insulin
delivery has resumed.

Resume insulin delivery after the
suspension period ends

1.  Wake up your PDM, if necessary.

2. Tap RESUMEINSULIN to resume
insulin delivery.

The PDM activates the Basal Program
that is scheduled for the current time and
beeps to alert you that insulin delivery
has resumed.

Ifyou do not resume insulin delivery
immediately, this screen reappears and the
PDM and Pod beep every 15 minutes until
insulin delivery is resumed.

@ 50+U % 54%E3 8:52 AM

& Resume Insulin A

Insulin delivery is suspended

Do you want to resume
insulin delivery?

Resuming insulin delivery will activate the
last known active Basal Program (Basal 1)

RESUME INSULIN

CANCEL

Warning: Insulin delivery does not
automatically resume at the end of
the suspension period. You must

tap RESUME INSULIN to resume
insulin delivery. If you do not resume
insulin delivery, you could develop
hyperglycemia.

@ 50+U % 57%E3 9:23 AM

Nov 8, 9:22 AM

Resume Insulin

Do you want to resume insulin
delivery with the Basal 1 Basal
Program?

The insulin suspension period has
ended.

RESUME INSULIN

REMIND ME IN 15 MIN
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CHAPTER 7
Managing Programs
and Presets

This chapter describes how to create, edit, and delete Basal Programs, temp
basal presets, and bolus presets. Once set up, you can activate these quickly ata
later time.

Basal Programs

You can create up to 12 Basal Programs. Each Basal Program can contain from
one to 24 basal rates.

Caution: Check with your healthcare provider before adjusting these settings.

Create a new Basal Program

To create a new Basal Program:

1. Navigate to the Create Basal Program screen:
Menuicon (=) > Basal Programs

2. Tap CREATENEW.

Note: Ifyoualready have 12 Basal Programs, CREATE NEW does not appear.
If necessary, you can delete an existing Basal Program.

3. Optional: Tap the Program Name field and enter a descriptive name for your
new Basal Program. Tap the checkmark to save the name. The default name
for the Basal Program is "Basal” followed by a number.

4. Optional: Tap a tag to appear next to the name of the new Basal Program. Tap
asecond time to deselect the tag. If you do not select a tag, a default tag is used.

5. Tap NEXT.
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7 Managing Programs and Presets

6. Define the basal segments oneata ® 50+ 3 @ 100% = 2:33 PM
time. For each segment:

a. Tapthe EndTime field and select

< Create Basal Program A

the end time for the segment. Basal 2: Segment 1 Ll LT
b. Tap the Basal Rate field and
select the desired basal rate for
the segment. hzam o
c. Tap NEXT.
d. Repeat these steps until your final Start Time End Time
segment ends at midnight. 1200 am -
7. When your Basal Program covers Night
24 hours, tap CONTINUE.
8.  Ascreen appears showing the full Basal Rate Uhr
Basal Program as a graph and as a list. fopioesi ihy
Review the Basal Program to be sure
all the values are correct.
Tip: Double-tap the graph to see an CANCEL

expanded view of the Basal Program.
Swipe horizontally to view basal rates
for later or earlier times.

To edit any of the segments in the Basal Program, see steps 7-9 under "Edit or
rename a Basal Program” on page 83.

9. Tap SAVE to store the new Basal Program.

10. Ifyouhaveanactive Pod and you want to use the new Basal Program now,
tap ACTIVATE to start using the new Basal Program. If you do not want to use
the new Basal Program now, tap NOT NOW.

Review all Basal Programs

1. Navigate to the list of Basal Programs:
Menuicon (=) > Basal Programs

2. Agraph of the current Basal Program is shown at the top of the screen (see
"Basal tab / Temp Basal tab" on page 14 for details about the graph).

Swipe to scroll up or down if the list of Basal Programs is long.

4. Tap on the name of a non-active Basal Program to see its graph and basal
rates. Tap outside the graph to close that graph.
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Managing Programs and Presets 7

Edit or rename a Basal Program

To edit or rename a Basal Program: ® 50+U 3 W 95% 5 6:26 AM

1. Writealist ofall of the revised & Basal Programs a
basal segments to guide you
through re-entering the values for

Basal 1

eaCh Segment- Active Basal Program

Tip: You can write thislist on the pages | oudZs e EE——_ 075

at the end of this User Guide. fom Sam fam s o
2. Navigate to the list of Basal Programs: Temak Shatie ERIL

Menu iCOﬂ ( — ) > Basal Programs Basal Program Presets (Inactive) Total: 1
3. Swiping up or down as necessary, @ Basal2 Activate

select the Basal Program to edit: [new I

Edit
 Toedit the active Basal Program, |

tap EDIT beneath the graph of X Delete
the active program. Then tap
SUSPEND INSULIN.

 Toeditan inactive Basal Program,
tap the Optionsicon ( } ) next to
the Basal Program you would like
to edit. Then tap Edit.

4. 'Torename the Basal Program, tap the Program Name field and enter the
new name.

CREATE NEW

To change the tag, tap a different tag. Tap again to deselect a tag.
6. Tap NEXT.
To change an end time or basal rate for a segment:
a. Tap the row containing the segment you would like to change.
b. Tap the EndTime field, and enter the new end time for the segment.
c. Tap theBasal Rate field, and enter the desired basal rate.
Tap NEXT.

e. 'Then define the end time and basal rate for any following segments,
asneeded.

o
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7 Managing Programs and Presets

8. Toaddanewsegment:
a. Tap the row containing the start time of the new segment.

b. Tap the EndTime field, and enter the start time of the new segment as the
end time of this segment.

c. Change the basal rate, if necessary.
d. Tap NEXT.

e. Then define the end time and basal rate for any following segments,
as needed.

9. Todeleteasegment:
a. Note the end time of the segment you want to delete.
b. Tap the segment that precedes the segment you want to delete.

c. Tap the EndTime field, and enter the end time of the segment you want to
delete. This 'overwrites' the segment you want to delete.

d. Tap NEXT.

e. Then define the end time and basal rate for any following segments,
as needed.

10. When the Basal Program is correct, tap SAVE.
11. Toactivate the newly edited Basal Program:
« Ifyouedited the current Basal Program, tap RESUME INSULIN.

« Ifyouedited an inactive Basal Program and you have an active Pod,
tap ACTIVATE.

12. Ifyou do not want to activate this Basal Program, tap NOT NOW.
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Managing Programs and Presets

Delete a Basal Program

You can only delete a Basal Program that is not running; you cannot delete an
active or suspended Basal Program. To delete a Basal Program:

1. Navigate to thelist of Basal Programs:
Menuicon (=) > Basal Programs

2. TaptheOptionsicon () nextto the Basal Program you want to delete.
Tap Delete.

4. Tap DELETE to confirm deletion of the Basal Program.

Temp Basal Presets

If there is a temp basal that you use often, you can create a "Temp basal preset” for
rapid activation in the future. To activate a temp basal preset, see page 77. To turn
on or off the ability to activate temp basals, or to change between specifying the
temp basal as a percentage or in U/hr, see page 115. You can create up to 12 temp
basal presets.

Create a new temp basal preset

To create a new temp basal preset:

1. Navigate to the Temp Basal Presets screen:
Menuicon (=) >Temp Basal Presets

2. Tap CREATENEW.

Note: Ifyoualreadyhave 12 temp basal presets, CREATE NEW does not
appear. If necessary, you can delete an existing preset.

3. Optional: Tap the Preset Name field and enter a descriptive name for your
preset. The default name for the preset is “Temp Basal Presets" followed by
anumber.

4.  Optional: Tap a tag to appear next to the name of the new preset. Tap a second
time to deselect the tag. If you do not select a tag, a default tag is used.
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7 Managing Programs and Presets

5. Tap NEXT. @ 50+U 3 W 94% £ 6:27 AM
6. Tap the Basal Rate field and scroll to & Create Temp Basal a
the desired value.

Temp Basal 1 Graph: U/hr

7. Tapthe Duration field and enter a
duration for the preset. The temporary
change to the Basal Program is shown
on the graph.

Note: You will be able to modify the
duration of a temp basal preset when
you activate it. Basal Rate

(up to 3 U/hr)
8. Tap CONFIRM.

9. Tap SAVE to save this as a temp .
basal ¢ Duration h
asal preset. (30 mins to 12 hrs) rs

10. Ifyouwould like to start this temp
basal now; tap ACTIVATE. Otherwise,
tap NOT NOW. This choice does
notappear if a temp basal is CRTCER
already running.

%

Edit or rename a temp basal preset

Note: You cannot edit a temp basal preset that is actively running.
1. Navigate to the Temp Basal Presets screen:
Menuicon (=) > Temp Basal Presets

2. Swipe up or down as needed to find the preset that you want to edit. Then tap
the Optionsicon ( § ) and tap Edit.

Tap SAVE to save your changes.

3. Torename the preset, tap the Preset Name field and enter the new name.
4. Tochange the tag, tap a different tag. Tap again to deselect a tag.

5. Tap NEXT.

6. Change the basal rate and duration as desired.

7. Tap CONFIRM.

8.

9.

Ifyou would like to start this temp basal now, tap ACTIVATE. Otherwise, tap
NOT NOW. This choice does not appear if a temp basal is already running.
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Managing Programs and Presets 7

Delete a temp basal preset

Note: You cannot delete a temp basal preset that is running.

To delete a temp basal preset:

1. Navigate to the Temp Basal Presets screen:
Menuicon (=) >Temp Basal Presets

2. TaptheOptionsicon () nextto the preset you want to delete.
Tap Delete.

4. Tap DELETE to confirm deletion of the preset.

Bolus Presets

Use bolus presets to store commonly used bolus amounts for quick retrieval in the
future. Bolus presets are only available if the Bolus Calculator is off.

A bolus preset stores the units of insulin in a bolus. You can choose to extend some
or all of the bolus preset when you activate it.

You can set up to seven bolus presets. A bolus preset cannot exceed your
Maximum Bolus.

Create a new bolus preset
@ 50+ 3 ¥ 100% == 2:28 PM
To create a new bolus preset:

& Create Bolus Preset A

1. Navigate to the Bolus Presets screen:

Bolus Preset 1
On the Home screen, tap the Bolus

button (9)

or

Menuicon (=) > Bolus Presets
2. Tap SELECT FROM PRESET.
3. Tap CREATENEW.

Note: Ifyoualready have seven
bolus presets, CREATE NEW does not
appear. If necessary, you can delete an
existing preset.

4. Optional: Tap the Preset Name field Total Bolus u
and enter a descriptive name for your
preset. The default name for the preset | cancer
is "Bolus Preset" followed by a number.
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7 Managing Programs and Presets

5. Optional: Tap a tag to appear next to the name of the new preset. Tap a second
time to deselect the tag. If you do not select a tag, a default tag is used.

6. Tap NEXT.
7. Tap the Total Bolus field and enter the units of insulin for the bolus preset.
8. Tap SAVE to save the new bolus preset.

Edit or rename a bolus preset

To edit or rename a bolus preset:

1. Navigate to the Bolus Presets screen:

Menuicon (=) > Bolus Presets

Tap the Options icon ( § ) next to the name of the preset you want to edit.
Tap Edit.

To rename the preset, tap the Preset Name field and enter the new name.
To change the tag, tap a different tag. Tap again to deselect a tag.

Tap NEXT.

To change the bolus amount, tap the Total Bolus field and enter the units
of insulin.

N ok e

8. Tap SAVE to save your changes.

Delete a bolus preset

To delete a bolus preset:

1. Navigate to the Bolus Presets screen:
Menuicon (=) > Bolus Presets

2. TaptheOptionsicon () nextto the name of the preset you want to delete.
Tap Delete.

4. Tap DELETE to confirm deletion of the preset.
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CHAPTER 8
Browsing Your PDM Records

Your PDM records are displayed on:
«  Notifications & Alarms screens

o Insulin & BG History screens, which show insulin, blood glucose,
carbohydrate, and Pod events

The PDM can store 90 days of history records. Once the memory is full, new
records begin to replace the oldest records. You can browse but not edit the
information in your records.

Note: The data stored in the PDM is preserved if the PDM battery runs out. You
may need to reset the date and time, but PDM records are unaffected.

Notifications & Alarms Screens

To review past alarms and notifications:

1. Tapthebellicon (‘) found in the -
upper right of many screens. If you < Notifications & Alarms &
have new notifications, the number
of new notifications appears in a red FILTER BY DATE
circle next to the bell icon ( P).

@ 50+U 2 69%E* 10:17 AM

. . Today, November 8, 2018
Note: Alternatively, navigate

to: Menuicon (=) > History: @ Check BG 10:16 am
Notifications & Alarms. S;:ﬁ:eB_G and infusion site after Pod

2. Messages from today are displayed

i 9:22 am
first, followed by messages from Resume Insulin ’
N K The insulin suspension period has
previous days. Swipe up to see ended.
additional messages.

3. Todisplaya specific date range, tap
FILTERBY DATE.

a. Tap the starting date on the
calendar. Tap the "<" arrow to view
an earlier month.

b. Tap ENDat the top of the screen.

c. Tapthe ending date for the time range.
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8 Browsing Your PDM Records

d. TapOK.
4. When finished, tap the back arrow (G in the upper left of the screen.

New notifications have a blue icon (@). When a notification has been displayed
on this screen and you have exited by tapping the back arrow (Cag), the icon will be
gray ((© ) the next time you view this screen.

For a description of the alarms and notifications, see page 121.

Overview of the Insulin and BG History Screens

To access your insulin and blood glucose records, navigate to:
Menuicon (= ) > History : Insulin & BG History

You have the option of viewing records for one day or for multiple days.

One day Multiple days
@® 50+ 3 ¥ 100% == 2:32 PM @ 50+U 3 W 90% £ 12:03 AM
€ Histor 1Day~ A < History 7Days~ A
Date ¥ y -
selection < Today, September 27 January 18 - 24
Current BG Goal Range: 70 to 140 mgIdL
Summary Current BG Goal Range' 70 to 140 mg/dL
section / - \
(YN 64% 30% | 6%
Row 1 130 33% 67% / \ /
mg/d. / Average BG  BGsinRange BGsAbove  BGs Below
AverageBG BGsinRange BGs Above  BGs Below \
/ 28 369 ‘
Row 2 150 ma/dL mg/dL
mg/dL mg/dL Avg Readings Tntal Numher Highest BG Lowest BG
per Day
Total BGs Highest BG Lowest BG Readmgs
Insulin & Carbs Insulin & Carbs
Fy =] [} a
Row3 15% )| 85% )| 60 48%
09U 5U g 1.23U
Total Insulin ~ Basal Insulin  Bolus Insulin ~ Total Carbs Tne:ﬁr:sg:"n Ba‘s\:ﬂﬁgslin Bnﬁf:mgslin T:::Frtlaagrehs
BG Bolus Carbs BGs in Total Total
mg/dL U g Range Insulin Carbs
o % u g
Details 150 @250 oo
N 6:23 am 2 v
section san2e Qso @rs3 Qo
6:23 am 150 v
Swipe up san2s Qoo @2 2
toseethe ®
6:22 am 118 v
H Jan 22
Details anzz Q100 @ 2035 220
section . Extended Bolus delivered:
s19am @) Ji ey e sanzi Qss @305 s
-~ M Extended Bolus started: anon @We7 10 D 0

90



Browsing Your PDM Records 8

Date Selection

When you first access the History screens, information from the current day is
displayed. You can view records from a different day or a range of dates.

@ 50+ 3 W 100% =2 2:32 PM
< History 1 Day<—4#— Daterange
Previous date selector
arrow (single ——> < Today, September 27 <————— Date(s) being
day view only) displayed
Oneday

To view records from today or a recent day:

1. Navigateto: Menuicon (=) > History:Insulin & BG History.
Today's history records are displayed.

2. Toviewarecent date, tap the previous date arrow (<).

To move forward in time, tap the next date arrow (>). This arrow is not visible
when today's records are displayed.

Range of days

To view records from a range of dates, or to quickly find a day from weeks or
months ago:

1. Navigate to: Menuicon (=) > History:Insulin &BGHistory.
2. Tap the date range selector.

3. Choose 1,7, 14, 30,60 or 90 days to select the number of days to display. Select
alarger number to display older data.

The multi-day screen appears showing the selected range of dates.
4. Tosee details for a single day in the date range:

a. Swipe up to see the details section of the multi-day screen.

b. Tap the desired date to view its one-day history screen.

The one day History screen for that date appears.

91



8 Browsing Your PDM Records

Summary Section
The upper section of the History screens summarizes the records for the day or
date range.

Summary item Description

Row 1 (see page 90)

Current BG - -

Goal Range Lower limit and upper limit of your BG Goal Range.
The average of all blood glucose readings, including
readings from a paired BG meter and manually-

Average BG entered readings.

LO and HI blood glucose readings are excluded.

BG in Range Percentage of blood glucose readings within your BG
Goal Range.

Percentage of blood glucose readings above the upper

BGs Above limit of your BG Goal Range.

Percentage of blood glucose readings below the lower

BGs Below limit of your BG Goal Range.

Row 2 (see page 90)

AvgReadings Average number of blood glucose readings per day.
per Day Note: Appears in multiple day view only.

Total Number of Total number of blood glucose readings in the day (or
BGReadings date range).

Highest BG Highest blood glucose reading in the day (or date range).

Lowest BG Lowest blood glucose reading in the day (or date range).
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Summary item Description
Row 3 (see page 90)
Total Insulin
Total insulin (basal + bolus) delivered for the day or
Average average total insulin delivered for the date range.
Total Insulin
Amount of basal insulin delivered for the day or average
Basal Insulin delivered for the date range. This includes insulin
delivered by the Basal Program, adjusted for temp basals,
Average periods of insulin suspension, and Pod deactivation.
Basal Insulin

Shown as a percent of the total (or average total insulin).
Also shown in units.

Amount of insulin delivered via boluses for the day
or average for the date range. This includes boluses
) calculated by the Bolus Calculator and any manually-
Bolus Insulin calculated boluses.

Average ) Shown as a percent of the total (or average total insulin).
Bolus Insulin Also shown in units.
If you cancel a bolus before it has completed, only the
amount actually delivered is included.
Total Carbs Sum of all meal carbohydrates (in grams) entered
Average into the Bolus Calculator for the day or average for the
Total Carbs date range.

Note: If the PDM has not received confirmation from the Pod that the basal,
bolus, or total insulin delivery finished, the summary circles include a gray or
yellow exclamation point similar to the ones shown in "When the Pod has not
confirmed bolus delivery" on page 97.

Note: Percentages may not add to 100 due to rounding.

For the summary calculations, see page 173.
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8 Browsing Your PDM Records

Details Section

Swipe up on the history screens to see the details section.

Onedayview

The details section of the one day History screen shows individual records listed

by time of day.

BG, Bolusand Carbs —> BG
column headings mg/dL

< Today, January 17

Bolus Carbs
u g

s23am (1150 @250 (oo

6:23 am 150
Bannersindicate 6:22 am @ 118
PDM or Pod events
that continue until —> 5 Extended Bolus delivered:

achangeis signaled

2.40 U over 0.5 hrs

onanew banner. - Extended Bolus started:
’ 2.40U over 0.5 hrs

Tapadown
¥+<— arrowtodisplay
more details.
e Tapagainto
hide the details.

Multiple day view

Swipeto see
more records.

The details section of the multiple day History screens list the individual days in
the selected range. The columns show the percent (%) of blood glucose readings
within the BG Goal Range, the total daily insulin delivered, and the total daily

grams of carbs.

BGs in
Range
%

Jan 24 050
Taparowto

viewitsoneday —>| **"?* O
History screen.
Y sanzz Y100

Total Total
Insulin Carbs
U g

Qs Qo
Oz Q=
€ 2035 € 220

Swipeto see
more records.
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Blood glucose details

The icon displayed with a blood glucose entry indicates the source of the blood
glucose reading and whether the blood glucose reading was in range. The blood
glucose icons are:

Paired BGmeter Manual BGentry
Above BG Goal Range

Within BG Goal Range

Below BG Goal Range o @

Tapping a row with a blood glucose reading expands the row to show any applied
tags and whether the blood glucose reading was from a paired BG meter or was
entered manually.

Ifa control solution reading was imported from a paired BG meter or tagged as
a control reading, the words "control solution" appear next to the reading. These
control readings are not included in the blood glucose summaries.

Bolus details

The icon displayed with a bolus entry indicates whether the Bolus Calculator
was used:

o Theinsulin bottle icon ( 9 ) indicates that the Bolus Calculator was enabled.
« Thesyringeicon ( 9 ) indicates the Bolus Calculator was disabled or off.
Immediate and extended boluses

The bolus amount listed next to the bolus icon is the sum of an immediate bolus
plus any extended portion of the bolus. If you canceled an immediate or extended
bolus, the amount listed is the amount that was actually delivered.
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8 Browsing Your PDM Records

Tapping a row with a bolus entry brings up additional details about the
bolus, including:

o  Whether the bolus was calculated @ 50+U $ © 00% E3 5:47 AM
by the Bolus Calculator or was a : ;
manually-calculated bolus. < Bolus Calculation .

o Thename of the bolus preset, if used. Correction Bolus Tu

«  TheVIEWBOLUS CALCULATIONS po- 10 Tareet B8 100

orrection Factor = 50
button if the Bolus Calculator was (150-100) / 50 = 1U

used. Tapping this button brings up Mezl 10B adjustment
ascreen showing calculation details

Meal 0B =0U
and whether you made a manual i 15 el
adjustment to the calculated bolus.

Correction 10B adjustment
You may need to swipe up or down to Correction 10B = 0 U

see all of the calculations. Tap CLOSE TU-0U=1U

when done (see "Bolus Calculator

: : Meal Bolus 4
equations" on page 164 for details). v
Carbs = 60 g, IC Ratio = 15 g/U
o Ifyoucanceled an immediate bolus, 60/15=4U
the amount originally scheduled Correction 10B adjustment

for delivery. o e

CLOSE

o  Foran extended bolus, the amount
delivered now and extended. Also
the percentage (%) of the meal bolus
delivered now and extended.

« Ifabolusis ongoing, unconfirmed, or lost, how much of the bolus has
been confirmed.

Extended bolus events

A bolusicon and banner indicate an extended bolus event:

o AnExtended Bolus started banner marks the time when the immediate

bolus has finished and the extended Extended amount only
bolus begins. In addition to the start
time of the bolus, the banner lists the Ber 9 Extended Bolus started:
. 2.40 U over 0.5 hrs
number of units extended and the
duration of the extension. 5:47 am 150 9 5 @ 60 v
A
o AnExtendedBolus completed T
banner marks the end of the Immediate and extended amount
extended bolus.

o AnExtended Bolus canceled banner marks the cancellation of an extended
bolus and states the amount of the bolus that was actually delivered.
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When the Pod has not confirmed bolus delivery

After you confirm the amount of a bolus that you want delivered, a bolus
instruction is sent to your Pod. When the Pod completes delivery, it sends a
confirmation to the PDM that the bolus was delivered.

@ Before the PDM receives confirmation from the Pod that the bolus has
been delivered, the PDM estimates the amount delivered. During this
time, the History screens use a gray exclamation icon to indicate that the
bolus is estimated.

In most cases, once a PDM and Pod are back in range, the Pod
confirms the bolus delivery. However, in rare cases, the Pod is unable

to confirm bolus delivery due to a communication error. If you tap the
DISCARD POD option in this situation, the History screens use a yellow
exclamation icon to mark the bolus as “unconfirmed.”

Ifa Pod is discarded with an unconfirmed bolus, the basal and total insulin
amounts for that day are also marked as unconfirmed with a yellow exclamation
icon. The listed bolus amount includes the amount that was scheduled for delivery
up until the Pod was discarded.

Carbs details

A carbsicon ( @ ) is displayed next to carbohydrate entries used by the Bolus
Calculator. Tapping the row displays a note about whether the carbs were from the
Food Library or entered manually.

Basal rate details

Basal Programs

A Basal Program icon and banner indicate the activation of a Basal
Program and the reactivation of a Basal Program at the end of a temp basal
or insulin suspension.

Temp basals

A temp basal icon and banner indicate the start, end, or cancellation of a
temp basal.

Ifa temp basal was defined as a percent (%) of the active Basal Program, the
banner displays the percent increase or decrease as well as the duration. If a temp
basal was defined as a flat basal rate (U/hr), the banner displays the temp basal rate
and the duration.

Ifa temp basal preset was used, the banner displays the name of the preset.

Tapping a Temp Basal started banner displays a graph and a list of basal rates
associated with each time segment.
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If a temp basal was canceled, the Temp Basal started banner contains the
initially scheduled duration and the Temp Basal canceled banner contains
the actual duration.

Basal rate at midnight

The first entry for each day is a banner displaying the status of the basal insulin
delivery at midnight. If a Basal Program or temp basal was carried over from the
day before, the banner indicates that this is a continued program. If insulin was
suspended at midnight, the banner states this.

Pod details

A Pod icon and banner mark the activation and deactivation (or
discarding) of each Pod. Tapping a Pod banner displays the Pod's lot
number and sequence number.

Insulin suspended and resumed details

An Insulin Delivery Suspended icon and banner indicate the time that an
insulin suspension began.

An Insulin Delivery Resumed icon and banner indicate the time that
insulin delivery was restarted after a suspension.

Time change details

ATime Change banner appears if you change the time setting. A Time zone
changed banner appears if you change the time zone.

The records below the banner show the old time and the records above the banner
show the new time.

Date change details

A DATE CHANGED banner appears if you change the date setting.

When the date is changed, two History screens are created for the current day.
One screen shows the old date with the history records from midnight up to the
time of the date change. The second screen shows the new date with the history
records from the time of the date change up to the following midnight.
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Adjusting Settings

Asyour needs change, you may want to adjust various settings on your PDM.

Many settings use toggles to turn settings on or off. When the buttonisblue - @
and on the right side, the setting is on. When the button is gray and on the

left, the setting is off. Tapping anywhere on the button toggles it between

theleft and right sides.

You can see an on-screen description of some settings by tapping the name of the
setting. Ifa description is available, the screen expands to show the information.
Tap the setting name again to hide the description.

Note: Some settings have default values, but all user settings can be changed.

PDM Device Settings

The PDM Device settings allow you to control network connectivity, your
personal identification settings, date and time, and other general device settings.

Network connectivity

These settings turn airplane mode or Wi-Fi on or off, and let you connect to Wi-Fi
networks or BG meters. The Wi-Fi and airplane mode setting are always adjusted
at the same time: When you turn airplane mode on, the PDM automatically

turns Wi-Fi off. When you turn Wi-Fi on, the PDM automatically turns airplane
mode off.

Bluetooth wireless technology is always on whether the PDM is awake or asleep.
Airplane mode does not turn the Bluetooth setting off.

Airplanemode

Caution: ALWAYS keep your PDM in Airplane mode to save battery power. If
you turn Airplane mode off, your battery could run out much faster. The PDM
does not require a cellular network connection to communicate with the Pod.

There are two methods for toggling airplane mode on or off. Both methods toggle
Wi-Fi, but leave the Bluetooth setting on.

« Toturnairplane mode on or off via the PDM Settings:
a. Navigate to: Settingsicon (Q) > PDM Device.
b. Tap the Airplane Mode toggle to turn airplane mode on or off.
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« Toturnairplane mode on or off via the Power button:

a. Pressand hold the Power button until a screen appears with an Airplane
Mode option.

b. Tap Airplane Mode to toggle between on and off.
Wi-Fi
To manage the PDM's Wi-Fi connection:
1. Navigate to: Settingsicon (Q) > PDM Device > Wi-Fi.

2. Tapthetoggle to toggle Wi-Fi on or off. When the Wi-Fi toggle is set to on,
the PDM scans for available Wi-Fi networks.

3. Toconnect to or remove a Wi-Fi network, tap Wi-Fi to display a list of
available Wi-Fi networks. Then:

o+ To connect to a new network, tap the name of the desired network. Enter
the network password, if necessary.

+ Toremove a network, tap the name of the network. Then tap FORGET.
4. Tap the "back" button below the PDM screen when finished.

Note: The PDM can only connect to standard Wi-Fi networks, which are
networks that only require a name and a password. The PDM cannot connect
to Wi-Fi networks that require additional steps such as accepting Terms

and Conditions.

Caution: The upper right corner of the Wi-Fi screen has an Optionsicon ( } ). The
options in this Options menu have not been integrated into the Omnipod DASH
System. Do not change any of the options found in this Options menu.

Bluetooth®

This option lets you pair to, rename, or remove a BG meter. These actions are
described in "Pairing, unpairing, or renaming a BG meter" on page 114.

Omnipod DISPLAY®

The Omnipod DISPLAY app is a smartphone application that lets you see
your PDM data on your phone. The PDM and phone use Bluetooth wireless
technology to communicate.

Note: While pairing to the Omnipod DISPLAY* app, the PDM does not check
Pod status.

To pair your PDM to Omnipod DISPLAY on your phone:
1. Place your PDM and phone next to each other.
2. Onyour phone:

a. Download and install the Omnipod DISPLAY application or unpair from
an older PDM.
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b. Follow the on-screen instructions until you get to the pairing screen.
c. Make sure that the Bluetooth setting is on.
d. Tap Next.
3. Onyour PDM:
a. Navigate to: Settingsicon (Q) > PDM Device > Omnipod DISPLAY.

b. Ifyour PDM isalready paired to an Omnipod DISPLAY on one phone
and you want to pair to a different phone, tap UNPAIR, then tap
UNPAIR again.

c. Tap GETSTARTED.
A confirmation code appears on the PDM and the phone.
4. Ifthe confirmation code on your PDM and phone match:
a. Onyour phone, tap YES. The phone pairs to the PDM.
b. Onyour PDM, after your PDM and phone successfully pair, tap OK.

For information about using Omnipod DISPLAY, see the Omnipod DISPLAY
User Guide.

Screen display
Use the screen display settings to control the screen time-out and brightness.

Screen time-out

To preserve battery power, the PDM screen turns black if you have not used it for
the specified time interval. To change the time interval:

1. Navigateto: Settingsicon (Q) > PDM Device > Screen Time-Out.
2. Tapascreen time-outinterval to select it.
Tip: A shorter time-out interval extends the battery charge.
3. TapSAVE.
Screen brightness
To adjust the brightness of the PDM screen:
1. Navigate to: Settings icon (Q) > PDM Device > Brightness.

2. Placeyour finger on the blue dot of the slider. Slide your finger to the right
to increase the screen brightness. Slide your finger to the left to decrease the
screen brightness.

Tip: Lower screen brightness extends the battery charge.
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Lock screen

You can edit your Lock screen message, background image, and your PIN.
Thelock screen message, image, and PIN help ensure that you are using the
correct PDM.

Lock screen message
To change your Lock screen message:
1. Navigate to: Settingsicon (Q) > PDM Device > Message.

2. Tapthe Lock screen message field and enter the message you want the PDM
to display when you turn it on.

3. TapSAVE.
Lock screen background
To change the background image on the Lock screen:
1. Navigateto: Settingsicon () > PDM Device > Background.
2. Tapthe background image you want to use.
3. TapSAVE.
PIN
To change your personal identification number or PIN:
1. Navigate to: Settingsicon (Q) > PDM Device > PIN.
2. Enteryour current PIN.
3. Enter the new four-digit PIN.
Tip: Tap the eye icon to display or hide the PIN numbers.
4. Tap the checkmark to accept the PIN.
Re-enter the new PIN, and then tap the checkmark.

Date and time, and language

You may need to reset the date and time to adjust for daylight-savings time or
changing time zones. The PDM does not automatically adjust time, date, or time
zone. If you are traveling to a different time zone, see "Plan for changing time
zones" on page 178.

Ifyou do change the date or time, the change is noted on the Home and History
screens. The Pod expiration time on the Pod Info tab is adjusted to reflect the new
date and time.

You can also change the language used on the PDM screens.
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Date and date format
To change the date:

1. Ifyouhavea paired BG meter, sync your BG meter to import any recent
blood glucose readings:

Menuicon (=) >EnterBG>SYNCBGMETER
2. Navigate to: Settingsicon (Q) > PDM Device > Date.

3. Tochange the date format, tap the upper box with the date format and select
the desired date format.

4. 'Tochange the date:
a. Ifyouhaveanactive Pod, tap SUSPEND INSULIN and tap YES.
b. Scroll the Month, Day, or Year fields to the desired values.
Tap SAVE, then tap CONFIRM.
6. Ifyoususpended insulin, tap YES to resume insulin delivery.
7. Ifyouchanged the date and have a paired BG meter, sync your BG meter:
Menuicon (=) >Enter BG>SYNCBGMETER.

The PDM updates the date on your BG meter. This ensures that future blood
glucose readings are marked with the correct date.

Timezone
To change the time zone:

1. Ifyouhavea paired BG meter, sync your BG meter to import any recent
blood glucose readings:

Menuicon (=) >EnterBG>SYNCBGMETER
2. Navigate to: Settingsicon (Q) > PDM Device > Time Zone.
Ifyou have an active Pod, tap SUSPEND INSULIN and tap YES.

4. Tapthetime zone field and select the desired time zone from the
drop-down list.

5. Tap SAVE, then tap CONFIRM.
The PDM changes the time to match the new time zone.
6. Ifyoususpended insulin, tap YES to resume insulin delivery.

Ifyou changed the time zone and have a paired BG meter, sync your BG
meter: Menuicon (= ) >Enter BG > SYNCBGMETER.

The PDM updates the time on your BG meter. This ensures that future blood
glucose readings are marked with the correct time.
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Time and time format

Caution: Be careful to set the time correctly. The time setting affects the operation
of several Omnipod DASH System features.

To change the time:

L.

Ifyou have a paired BG meter, sync your BG meter to import any recent
blood glucose readings:

Menuicon (=) >Enter BG>SYNCBGMETER

2. Navigateto: Settingsicon (Q) > PDM Device > Time.

3. Tochange the time format, tap the toggle to choose between 12 hr format
(AM/PM) and 24 hr format.

4. Tochange the time:
a. Ifyouhavean active Pod, tap SUSPEND INSULIN and tap YES.
b. Scroll the Hour and Minute fields to the desired values. If using 12 hr

format, select between AM and PM.

5. Tap SAVE, then tap CONFIRM.

6. Ifyoususpended insulin, tap YES to resume insulin delivery.

7. Ifyouchanged the time and have a paired BG meter, sync your BG meter:
Menuicon (=) >Enter BG>SYNCBG METER.
The PDM updates the time on your BG meter. This ensures that future blood
glucose readings are marked with the correct time.

Language

To change the language used on PDM screens:

1.
2.

Navigate to: Settingsicon (Q) >PDM Device > Language.

Tap the current language, and select the desired language from the
drop-down list.

Ifyou have selected a language other than English, tap OK on a message
stating that the Food Library is only available when English is the
selected language.

Tap SAVE.
Tap RESTART PDM.

Note: Restarting the PDM will not deactivate your Pod. The Pod will
continue to deliver insulin according to the active Basal Program's schedule
and will deliver any extended bolus in progress.
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Diagnostics

Checkalarms

To verify that your PDM and Pod's alarms and vibration functions are working
properly, you can test them as follows:

1. Navigateto: Settingsicon () > PDM Device > Check Alarms.
2. Ifyouhaveanactive Pod, tap SUSPEND INSULIN and tap YES.

3. Tap CHECKALARMS to initiate the alarm check.
4

Listen and feel: The PDM beeps and vibrates three times. Then, if you are
wearing a Pod, the Pod beeps several times and sounds the alarm tone for
several seconds.

5. Ifthe Pod alarms did not work properly, tap NO. Then either tap CHECK
AGAIN to retry testing the alarms, or tap DONE and activate a new Pod.

6. Ifthe PDM alarms did not work properly, tap NO. Then either tap CHECK
AGAIN to retry testing the alarms or call Customer Care.

7. Ifthe beeps and vibrations worked properly; tap YES. If you suspended insulin
to check the alarms, tap YES to resume insulin delivery.

Warning: Ifthe PDM fails to beep, call Customer Care immediately. If an
activated Pod fails to beep, change the Pod immediately. Continuing to use
the Omnipod DASH System in these situations may put your health and
safety at risk.

ResetPDM
Reset PDM is a rarely-used function that erases many of your personal settings.

Caution: Resetting the PDM deletes your Basal Programs, temp basal presets,
bolus presets, and all Bolus Calculator settings. Before using this feature, check
with your healthcare provider and be sure you have a written record of your
current information so that you can reprogram your PDM. You will also need to
activate a new Pod after resetting your PDM.

Caution: Resetting the PDM resets your IOB to zero; however, the Bolus
Calculator is not disabled.

Note: The Reset PDM option does not delete history records.
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To reset your PDM:

1. Preparealist of your personalized settings so you can re-enter them after you
reset your PDM. Consult with your healthcare provider to ensure that the
settings are appropriate for you.

Tip: Record your current settings on the pages at the end of this User Guide.
2. Navigate to: Settingsicon (Q) > PDM Device > Reset PDM.

Ifyou have an active Pod, tap DEACTIVATE POD, then tap DEACTIVATE
POD again.

4. TapRESET PDM, and then tap RESET PDM again.
This deletes your current user settings.

5. Follow the PDM setup directions in "Initial PDM Setup" on page 21 to
re-enter your personalized information or call Customer Care for assistance.

Software update (Wireless update)

Itis important to make sure that your PDM software is kept up to date. When a
software update is available, you will receive a notification on the Lock screen, as
long as your PDM is connected to Wi-Fi.

Caution: Be sure to connect to Wi-Fi periodically to check for software updates.
Caution: Do not attempt to install other software or alter the software in any way.

Caution: The upper right corner of the Wireless Update screen has an Options
icon (). The options in this Options menu have not been integrated into

the Omnipod DASH System. Do not change any of the options found in this
Options menu.

Beforeyou begin

Before you begin downloading and installing a software update, make sure the

following requirements are met:
« Noactive Pod. If you have an active Pod, deactivate it.

»  Wi-Fiis ON. If your Wi-Fiis OFE turn it ON and connect to a Wi-Fi
network. (See "Wi-Fi" on page 100.)

«  PDM battery charge is atleast 30%. If below 30%, plug in the PDM until the
charge is above 30%.

After you confirm meeting these requirements, proceed to the following steps.
Downloading and installing a software update

To download and install a software update:

1. Navigate to: Settingsicon (Q) > PDM Device.

The screen shows the current software version.
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2. Tap Software Update.
3. Tap CHECKFOR UPDATES, then tap OK, | UNDERSTAND.

The Wireless Update screen appears. If an update has been detected, the
screen will display a Download button. If an update has not been detected,
the screen will display a Check for Updates button.

4. Todownload the available update, tap Download.

Note: While you can pause or cancel the download, it is recommended
that you allow the download to finish. The update has finished downloading
when the circle in the middle of the screen says "100%."

Note: Ifan update has not been detected, tap Check for updates to trigger a
check. If the screen tells you that the software is up-to-date, tap the triangular
(back) button below the PDM screen to exit.

Caution: Do not turn your PDM off during the software installation.
5. TapInstallNow.

Note: Ifamessage appears saying that the battery charge is less than 30%, tap
OKand recharge the battery.

Note: Toinstall atalater time, (not recommended) tap Install Later. Then
selecta delay of 1 hour, 4 hours, or 8 hours, and tap OK. If you do not select a
delay, the default delay of 4 hours is used. The Lock screen shows a "Wireless
Update" reminder until you have installed the update. If you are using your
PDM after the delay period has elapsed, a reminder message appears.

6. Read the message about battery power and PDM use during the software
installation, and plug in your PDM if the charge is below 30%. Once above
309%, tap OK.

Warning: The software update process will take a few minutes. Please
refrain from excessive operations during the update and make sure your
device is plugged into a power source or has more than a 30% charge
before starting the installation process. Do not expose the PDM to
extreme temperatures that are outside the temperature ranges shown in
the PDM specifications of these Instructions for Use during the software
update process.

7. Wait for several minutes while the software update
is installed.

As installation proceeds, several screens appear,
including an image of a green robot. When installation is
complete, the Lock screen appears.

The PDM remembers your personal settings and
history records.
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After the software installation is complete, the PDM will restart and display
a message.

8. Tap OKon the message saying that the update was successful.

Itis now okay to activate a new Pod.

Pod Sites Setting

The Pod Sites setting controls whether a diagram of the body is available when you
activate a new Pod. You can use this body diagram during Pod activation to review
where you placed your recent Pods and to mark where you place the new Pod.

To turn the Pod Sites setting on or off:
1. Navigate to: Settingsicon (Q) > Pod Sites.

2. Tap the toggle to turn the Pod Sites setting on or off. If you want the ability to
record your Pod site on the diagram, turn Pod Sites on. If you do not want to
use this diagram, turn it off.

3. TapSAVE

Reminder Settings

Reminders and notifications bring items related to PDM and Pod function to
your attention (see "Notifications List" on page 129 and "Informational Signals
List" on page 131).

Pod expiration

The Pod expiration notification tells you when the Pod is nearing its expiration so
you can plan to change your Pod at a convenient time. You can set this notification
to appear from 1 to 24 hours before the Pod expiration advisory alarm. At the
selected time, the Pod and PDM vibrate or beep and the PDM displays a message.

To set the timing of the Pod expiration notification:
1. Navigate to: Settingsicon (Q) > Reminders > Pod Expiration.

2. Tapthe Pod Expiration field and select how long before your Pod expires that
you would like to be notified.

3. TapSAVE.
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Low reservoir level

The Pod and PDM sound an advisory alarm when the insulin level in your Pod
reaches the low reservoir setting. This setting can range from 10 to 50 units.

To set the insulin level for the low reservoir advisory alarm:
1. Navigate to: Settings icon (Q) > Reminders > Low Reservoir Level.

2. Tapthe Low Reservoir Level field and select the level of Pod insulin at which
you would like to be notified.

3. TapSAVE.

Pod Auto-off

Consult your healthcare provider prior to changing the Auto-off setting. This
feature requires active participation on your part. See "Auto-oft" on page 150 fora
description of how this feature works.

To enable or disable Auto-off:
1. Navigate to: Settingsicon (Q) > Reminders > Pod Auto-Off.
2. Tap the Pod Auto-Off toggle to enable or disable the Auto-oft feature.

3. If Auto-offis enabled, tap the Inactivity Timer field and select the length of
time for the countdown timer. This setting can range from 1 to 24 hours.

Example: If you choose 10 hours, you must wake up your PDM and unlock it
atleast once every 10 hours, day and night, to prevent the Auto-off alarm.

4. TapSAVE.

Warning: You must use the PDM within 15 minutes of the onset of the
Auto-offadvisory alarm. If you do not, the PDM and Pod sound a hazard
alarm and your Pod stops delivering insulin.

Check BG after Bolus reminders

Turn on Check BG after Bolus reminders if you want a reminder to check your
blood glucose after you deliver a bolus. If BG reminders are on, you can define the
timing of the BG reminder at the time that you give a bolus.

To enable BG reminders:
1. Navigate to: Settingsicon (Q) > Reminders.
2. Tapthe Check BGafter Bolus toggle to enable or disable the Check BG after

Bolus reminders.
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Missed bolus reminders

If the Omnipod DASH System does not deliver a meal bolus or a manually-
calculated bolus during the missed bolus time period, the PDM vibrates or beeps
and displays a reminder. You can set time intervals from 30 minutes to 4 hours.
You can set up to six missed bolus reminders per day.

Note: To add, edit, or delete missed bolus reminders, the missed bolus reminders
toggle must be set to on.

Enable or disable all missed bolus reminders

To enable or disable the ability to use missed bolus reminders:

1. Navigate to: Settings icon (Q) > Reminders.

2. Tapthe Missed Bolus toggle to enable or disable all missed bolus reminders.

Ifyou disable these reminders, the PDM saves any previously set reminders for
later use.

Enable or disable a single missed bolus reminder

To turn an individual missed bolus reminder on or off:

1. Navigate to: Settingsicon (Q) > Reminders > Missed Bolus.

2. Tap the toggle next to an individual missed bolus reminder to turn it on or off.
Add anew missed bolus reminder

To add a new missed bolus reminder:

1. Navigate to: Settingsicon (Q) > Reminders > Missed Bolus.

2. Tap AddReminder.

The Add Reminder button does not appear if missed bolus reminders
are disabled.

3. Tap the toggle to select Single Reminder or Recurring Reminder.

o Forsingle reminders, tap the Reminder date field and select the date for
the reminder.

« For recurring reminders, specify the days of the week for the reminder by
tapping the boxes next to the desired days. A selected box has a checkmark
init.

4. Tapthe Nobolus between field and select the start of the missed bolus
time interval.

Tap the next field and select the end of the time interval.

6. TapSAVE.
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Edita missed bolus reminder

To edit a missed bolus reminder:

1. Navigate to: Settingsicon (Q) > Reminders > Missed Bolus.
2. Tap the name of the reminder you would like to edit.

3. Make the desired changes to the frequency, day(s), or interval start or
end time.

4. TapSAVE.

Delete a missed bolus reminder

To delete a missed bolus reminder:

1. Navigate to: Settingsicon (Q) > Reminders > Missed Bolus.
2. Tapthe name of the reminder you would like to delete.

3. Tap DELETE.

4. Tap YES to confirm deletion.

Confidence reminders

When confidence reminders are on, you will hear a tone at the start and end of a
bolus, extended bolus, or temp basal:

o ThePDM beepsat the start.
o ThePodbeepsat the end.

Confidence reminders are especially useful when you are getting familiar with
your PDM and Pod. To turn confidence reminders on or off:

1. Navigate to: Settingsicon (Q) > Reminders.

2. Tapthe Confidence Reminders toggle to turn confidence reminders on
or off.

Note: You cannot turn off beeps that occur at the start of a temp basal set to deliver
no (zero) insulin.

Program reminders

When program reminders are on, the Pod beeps every 60 minutes while a temp
basal or extended bolus is in progress. To turn program reminders on or off:

1. Navigate to: Settingsicon (Q) > Reminders.

2. Scroll down and tap the Program Reminders toggle to turn program
reminders on or off.

Note: You cannot turn off beeps that occur during a temp basal set to deliver no
(zero) insulin.
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Custom reminders

A custom reminder consists of a name and a time of day. You can set a one-time
custom reminder or have the reminder repeat daily. Custom reminders repeat
every 15 minutes until acknowledged. You can set up to 4 custom reminders.

Enable or disable all custom reminders
To enable or disable the ability to display custom reminders:
1. Navigateto: Settingsicon () > Reminders.

2. Scroll down and tap the Custom Reminders toggle to enable or disable all
custom reminders.

Ifyou disable these reminders, the PDM saves any previously set reminders for
later use.

Note: To add, edit, or delete custom reminders, the custom reminders toggle
mustbe set to on.

Edit or turn on or off an individual custom reminder

If custom reminders are enabled, you can edit or turn on or turn offan individual
custom reminder:

1. Navigateto: Settingsicon () > Reminders > Custom Reminders.
2. Tap the name of a custom reminder.

3. Tap the toggle next to Custom Reminder to turn this custom reminder on
or off.

4. Make any desired changes to the frequency, day(s), time, name, and text.
5. TapSAVE.

Add anew custom reminder

To add a new custom reminder:

1. Navigate to: Settingsicon (Q) > Reminders > Custom Reminders.

2. Tap AddReminder.

3. Tap the toggle to select Single Reminder or Recurring Reminder.

« Forsingle reminders, tap the Reminder date field and select the date for
the reminder.

o For recurring reminders, specify the days of the week by tapping the boxes
next to the days you want. A selected box has a checkmarkin it.

4. Tapthe Remindertime field and select the time for the reminder. The PDM
will vibrate or beep one minute after this reminder time.

5. Tap theReminder Name field and enter a descriptive name for the reminder.
The name can have up to 32 characters.
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6. Tap the Reminder Text field and enter a message to be displayed on the screen
at the reminder time. The message can have up to 64 characters.

7. 'Tap SAVE.

Delete a custom reminder

To delete a custom reminder:

1. Navigate to: Settingsicon (Q) > Reminders > Custom Reminders.
2. Tap the name of the custom reminder that you would like to delete.
3. Tap DELETE.

4. Tap YES to confirm deletion.

Blood Glucose Settings

The Blood Glucose settings allow you to change the BG Goal Range and to pair or
unpair BG meters.

BG Goal Range

The goal of using the Omnipod DASH System is to keep your blood glucose
within a certain range. This is called your BG Goal Range. You define this range by
setting the upper and lower limits of your BG Goal Range. The history graphs and
the Enter BG screens use the BG Goal Range to determine which blood glucose
readings are within your goal and which are above or below your goal.

Note: The Bolus Calculator does not use the BG Goal Range values to calculate
abolus.

Caution: Check with your healthcare provider before adjusting these settings.
To set the upper and lower limit of your BG Goal Range:

1. Navigate to: Settingsicon (Q) > Blood Glucose > BG Goal Range.

2. Setthelimits of the BG Goal Range:

a. Tap the Upper Limit field and enter the desired value. You can also touch
the upper (yellow) circle and slide it up or down to change the upper limit.

b. Tap the Lower Limit field and enter the desired value. You can also touch
the lower (red) circle and slide it up or down to change the lower limit.

3. TapSAVE.
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Pairing, unpairing, or renaming a BG meter

The PDM uses Bluetooth wireless technology to communicate with
CONTOURNEXT ONE BG meters. A paired BG meter can transmit your
blood glucose readings wirelessly to the PDM. The PDM can pair to five

BG meters.

To pair, unpair, or rename a BG meter:
1. Turn offyour BG meter, and place it within six feet of your PDM.

2. Turn on the bluelight on your BG meter. To do so, press and hold the OK
button on the BG meter until its white light changes to a flashing blue light.

3. Onyour PDM, navigate to:
Settingsicon (Q) > Blood Glucose > Pair BG Meter
or
Settingsicon (Q) > PDM Device > Bluetooth

The PDM scans for available CONTOUR*NEXT ONE BG meters, and then
displays a list of paired and available BG meters.

4. Turnyour BG meter over to find its seven digit serial number. Verify that this
number matches the one on the PDM screen.

5. Topair toanew BG meter:
a. Tap PAIR below your BG meter's serial number.

Note: A CONTOUR’NEXT ONE BG meter can only be paired to one
PDM ata time. If the BG meter is currently paired to another PDM, you
must unpair it from the other PDM before you can pair it to your current
PDM. Follow the on-screen instructions to unpair from a previous PDM.

b. When you see the Successfully Paired message, tap OK.
c. Verify that your BG meter is listed as paired.

6. Tounpair a paired BG meter:
a. Tapthe Optionsicon (} ) nextto the BG meter's name.
b. Tap Unpair Meter.
c. Ifthe BG meter is successfully unpaired, tap OK.

o

If the BG meter is not successfully unpaired, check that the BG meter is
turned on and tap TRY AGAIN to retry unpairing. Or tap REMOVE METER
to remove the BG meter's name from the list of paired BG meters.

Caution: The REMOVE METER option makes the CONTOUR*NEXT
ONE BG meter unpairable to any other PDM.
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Caution: Do notlet anyone else use your BG meter. Even if you unpair
your BG meter from your PDM, the BG meter still contains all of your
past blood glucose readings.

7. Torenamea paired BG meter:
a. Tapthe Optionsicon (} ) nextto the paired BG meter's name.
b. Tap Edit.
¢. Tapthe Name field and enter the new name for the BG meter.
d. TapSAVE.

Note: If your paired BG meter does not appear on the list, move your PDM
closer to your meter and tap SCAN AGAIN. If that doesn't work, tap RESET to turn
Bluetooth offand then on again.

Basal and Temp Basal Settings

The following sections describe how to change settings that control basal insulin
delivery: the Maximum Basal Rate and temp basal settings.

Maximum Basal Rate

The Maximum Basal Rate defines an upper limit for any basal rate used in your
Basal Programs and temp basals. Consult your healthcare provider before
changing this setting.

To change your Maximum Basal Rate:
1. Navigate to: Settingsicon (Q) > Basal & Temp Basal > Max Basal Rate.

2. Tapthe MaxBasal Rate field and enter the new value for your Maximum
Basal Rate.

3. TapSAVE.

Note: You cannot set a Maximum Basal Rate that is lower than the highest
basal rate of an existing Basal Program, temp basal preset, or currently running
temp basal.

Temp basal

To turn on or off the ability to set temp basals:
1. Navigate to: Settingsicon (Q) > Basal & Temp Basal.

2. Toenable or disable the ability to set temporary basal rates (temp basals), tap
the toggle on or off.
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3. Tochange between using percent (%) or flat rate (U/hr) temp basals:
a. TapTemp Basal.
b. Select the desired method for setting a temp basal:

o Tap Percent (%) to modify the active Basal Program by a set
percentage increase or decrease.

« TapFlat Rate (U/hr) to replace the active Basal Program with a fixed
basal rate for the specified duration.

c. TapSAVE.

Bolus Delivery Settings

These settings allow you to change your Maximum Bolus, extended bolus, and
Bolus Calculator settings.

Maximum Bolus

The Maximum Bolus defines the upper limit for a bolus. The Bolus Calculator
informs you if it calculates a bolus that is over this amount. The largest allowed
value of the Maximum Bolus is 30 units.

Caution: Check with your healthcare provider before adjusting this setting.
To change your Maximum Bolus:

1. Navigate to: Settingsicon (Q) > Bolus > Maximum Bolus.

2. Tapthe Max Bolus field and enter the new Maximum Bolus value.

3. TapSAVE.

Extended bolus

An extended bolus is delivered over a prolonged period of time. Only the meal
portion of a bolus can be extended. A correction bolus cannot be extended.

To turn off the extended bolus feature or to change your extended bolus
configuration:

1. Navigateto: Settingsicon (¥) > Bolus.

2. Tap the toggle next to Extended Bolus to turn on or off the ability to extend
abolus.
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Bolus Calculator settings

This section describes how to adjust the settings used by the Bolus Calculator to
calculate meal and correction boluses.

Warning: The Bolus Calculator displays a suggested bolus dose based on the
personalized settings you have programmed into the PDM. Check with your
healthcare provider before adjusting your Bolus Calculator settings. Giving
too much insulin can cause hypoglycemia.

Turn the Bolus Calculator on or off

To turn the Bolus Calculator on or off:

1. Navigate to: Settingsicon (Q) > Bolus.

2. Tap the toggle on the Bolus Calculator row to turn it on or off.

3. Ifthisis the first time you have turned the Bolus Calculator on, follow the
screen's instructions or see "Target BG and Correct Above values" on page 33.
The following sections tell you how to edit these settings.

Target BG and Correct Above

When calculating a correction bolus, the Bolus Calculator aims to bring your
blood glucose to your Target BG value. However, the Bolus Calculator only
calculates a correction bolus if your blood glucose is above your Correct Above
setting. To edit Target BG or Correct Above values:

1. Writealist of all of the desired Target BG and Correct Above segments to
guide you through re-entering the values for each segment.

Tip: You can write this list on the pages at the end of this User Guide.
2. Navigate to: Settingsicon (Q) > Bolus > Target BG & Correct Above.
Tap NEXT.
4. Toeditasegment, tap the row containing the segment you want to edit.
. Tap the EndTime field to enter a new end time.
b. Tap the Target BG field to enter a new Target BG value.

o

c. Tap the Correct Above field to enter a new Correct Above value.
d. Tap NEXT.

5. Repeat the previous step as needed for the remaining segments.

6. After confirming that all segments are correct, tap SAVE.

Note: You can add and delete segments by editing the existing segments.
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Minimum BG for Calcs

Minimum BG for Calcs is a threshold that you set. If your blood glucose reading is
below your Minimum BG for Calcs, the Bolus Calculator is disabled and does not
calculate a bolus. To edit this value:

1. Navigate to: Settingsicon (Q) > Bolus > Min BGfor Calcs.

2. Tapthe Min BGfor Calcs field and enter the desired value. Alternatively, touch
the blue circle and slide your finger up or down the slider to select the Min BG
for Calcs value.

3. TapSAVE.
Insulin to Carb Ratio (IC Ratio)

The insulin to carbohydrate ratio (IC Ratio) defines how many grams of
carbohydrates are covered by one unit of insulin. The Bolus Calculator uses your
IC Ratio to calculate a meal bolus when you are going to eat. To edit this value:

1. Writealist of all of the desired IC Ratio segments to guide you through re-
entering the values for each segment.

Tip: You can write this list on the pages at the end of this User Guide.
2. Navigate to: Settingsicon (Q) > Bolus > Insulin to Carb Ratio.
3. TapNEXT.
4. Toeditasegment, tap the row containing the segment you want to edit.
a. Tap the EndTime field to enter a new end time.
b. Tap the 1 Unit of Insulin Covers field and enter a new IC Ratio.
c. Tap NEXT.
5. Repeat the previous step as needed for the remaining segments.
6. After confirming that all segments are correct, tap SAVE.
Note: You can add and delete segments by editing the existing segments.
Correction Factor

The Bolus Calculator uses your Correction Factor to calculate a correction bolus
when your blood glucose value is above your Correct Above setting (see "The
Bolus Calculator” on page 158). To edit this value:

1. Writealist of all of the desired Correction Factor segments to guide you
through re-entering the values for each segment.

Tip: You can write this list on the pages at the end of this User Guide.
2. Navigate to: Settingsicon (Q) > Bolus > Correction Factor.
3. Tap NEXT.
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4. Toeditasegment, tap the row containing the segment you want to edit.
a. Tap the EndTime field to enter a new end time.

b. Tap the 1 Unitof Insulin decreases BG by field and enter anew
Correction Factor.

c. Tap NEXT.
5. Repeat the previous step as needed for the remaining segments.
6.  After confirming that all segments are correct, tap SAVE.
Note: You can add and delete segments by editing the existing segments.
Reverse Correction

The Reverse Correction setting determines how the Bolus Calculator handles
meal boluses when your blood glucose value is below your Target BG (see
"Reverse Correction” on page 160 for more details).

To turn Reverse Correction on or off:

1. Navigate to: Settingsicon (Q) > Bolus.

2. Tapthetoggle on the Reverse Correction line to turn it on or off.
Duration of Insulin Action

The Bolus Calculator uses your Duration of Insulin Action setting to calculate the
amount of insulin on board (IOB) from a previous bolus. To edit this value:

1. Navigate to: Settingsicon (Q) > Bolus > Duration of Insulin Action.
2. Tap the Duration of Insulin Action field and enter the new value.
3. TapSAVE.
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CHAPTER 10
Alarms, Notifications, and
Communication Errors

Overview

Warnings:
Respond to hazard alarms as soon as possible. Pod hazard alarms indicate

that insulin delivery has stopped. Failure to respond to a hazard alarm can
result in hyperglycemia.

Ifyou need to return the PDM for replacement, contact your healthcare
provider for instructions about using injections to ensure appropriate
insulin delivery.

The Omnipod DASH System generates the following types of alarms
and messages:

A\ Hazardalarms are high priority alarms that indicate a serious problem has
occurred and you should remove your Pod.

Advisory alarms are lower priority alarms that indicate that a situation exists
that needs your attention.

Notifications, also called reminders, remind you about an action that you
may want to perform.

 Informational signals inform you that the Pod is following your insulin
delivery instructions. No action is required.

«  Communication error messages display when the PDM is unable to
communicate with the Pod.

For how to view the alarms and notifications history, see page 89.
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Responding to Alarms

To respond to a hazard alarm or advisory alarm:

1.  Wake up your PDM. The Lock screen shows an alarm message along with the
hazard alarm (4)) icon or advisoryalarm (' )icon.

2. Unlockyour PDM. After you enter your PIN, a full-screen alarm
message appears.

Note: Ifyouare using your PDM when an alarm occurs, the alarm message
appears as a full-screen message.

3. Follow the on-screen instructions or see the individual alarm details starting
on page 125.

Note: You can use your PDM even if you do not address the cause of an advisory
alarm immediately. However, you must acknowledge a hazard alarm before you
can use your PDM for anything else.

Tip: If you follow the PDM’s instructions and are still not able to silence a hazard
alarm, see "Silencing an Unresolved Alarm” on page 135.

Note: Ifa temp basal or extended bolus is running when a Pod hazard alarm
occurs, the PDM informs you that it was canceled.

Responding to Notifications
Notifications remind you about actions you may want to perform.

Finding out about notifications

To alert you to a notification, the Pod sounds a tone and the PDM either sounds
atone or vibrates (see "Sounds and Vibrations" on page 124). When you heara
sound or feel a vibration, check your PDM for a message.

Note: Program reminders, confidence reminders, and some informational
signals do not have an accompanying message.

Ifyour PDM is asleep when you hear or feel a notification, wake up the PDM. The
Lock screen shows the notification icon (@) and the notification message.

o Ifthereare multiple messages, the most recent message is shown at the top of
the list.

o  Ifthereare more messages than can be displayed on the Lock screen, a banner
beneath the messages shows the number of additional messages.
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If you are using your PDM when a notification is triggered, the notification
message appears at the top of the screen. To remove the message from the screen:

Do nothing. The message disappears after several seconds and is saved as a
new message.

o Swipe up to remove the message immediately and save it as a new message.

Swiperight to remove the message immediately and save it as an
acknowledged message.

Acknowledging notifications

Note: Waking up and using your PDM does not automatically acknowledge, or
silence, notifications.

All new notifications are included in the Notifications & Alarms count P) in
the red circle in the upper right of most screens. .

To acknowledge the notification:
1. Wake up your PDM.
2. Tapthebellicon ( P) to bring up the Notifications & Alarms screen.

3. Readany messages with blue notification icons (@). Scroll down the screen,
if necessary, to see any additional notifications with blue icons (@).

4. Tapthebackarrow (&) in the upper left of the screen to mark the
notifications as acknowledged.

Note: Putting the PDM to sleep by pressing the Power button does not mark
the notifications as acknowledged. You must tap the back arrow &) to
acknowledge the notification.

Priority and Predictability of Alarms and Notifications

Hazard alarms take priority over advisory alarms. In general, only one hazard
alarm can occur at a time. In the unlikely event that a Pod and PDM hazard alarm
occur simultaneously, the PDM hazard alarm is displayed first.

Advisory alarms take priority over notifications. If multiple advisory alarms occur,
the PDM displays the most recent message first. The following advisory alarms
always precede a hazard alarm:

Adpvisoryalarm Hazard alarm
PodExpired —> A\ Pod Expired
LowReservoir —> ) Empty Reservoir
Auto-Off Alert — A\ Auto-Off
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You can prevent these hazard alarms by responding to their advisoryalarm ina
timely manner.

Note: Asan extraalert,a Pod Expiration (@) notification precedes the Pod
Expired advisory alarm.

Sounds and Vibrations

The Omnipod DASH System uses sounds and vibrations to attract your attention
to an alarm or notification.

Tip: To test the sounds and vibrations, see "Check alarms" on page 105.
Pod alarms

The Pod sounds an alarm tone when it detects a problem that can affect
insulin delivery.

«  Podhazard alarm tones are continuous tones broken up periodically by a set
ofbeeps.

Podadvisoryalarms and notifications tones are intermittent beeps, which
repeat periodically until you acknowledge them.

PDMalarms

The PDM sounds an alarm tone in response to an internal problem or when it
detects that a Pod alarm is occurring,

«  PDM hazard alarms begin with a continuous vibration and, after
approximately 1.5 minutes, add a continuous audible tone.

For safety reasons, PDM alarms always progress to an audible alarm even if
the Sound/vibrate mode is set to vibrate.

« PDM advisory alarms are intermittent tones, which repeat periodically until
you acknowledge them.

« PDM notifications have intermittent vibrations or tones, which repeat
periodically until you acknowledge them.

See "Timing of alarms originating in the Pod" on page 148 for more information.
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The Sound/vibrate button

The PDM's Sound/vibrate button, located on the upper right edge of the PDM,
controls whether the following reminders use vibrations or audible tones:
Check BG after Pod change, Check BG after bolus, Missed bolus, No Pod, and
Custom reminders.

« Toturnvibrations on, press and hold the lower end of the Sound/vibrate
button until the vibrate icon ( m ) appears on the indicator.

+  Toturnsound on, press the upper end of the Sound/vibrate button until the
bellicon ( g ) appears on the indicator.

« Toincrease or decrease the volume, press the upper or lower end of the
Sound/vibrate button to move the round indicator. Move the round indicator
to the left to decrease the volume. Move it to the right to increase the volume.

Hazard Alarm List

Hazard alarms make you aware of serious situations. Always respond to a hazard
alarm immediately. Some alarm messages give you a unique number called a
reference number. Give that number to Customer Care when you call about

that alarm.

The individual hazard alarms are summarized here.

A\ Pod Expired—The Pod has reached the end of its operatinglife and insulin
delivery has stopped. Both the Pod and PDM sound the alarm.

Message: Pod Expired. Insulin delivery stopped. Change Pod now.

What to do: Tap OK, DEACTIVATE POD NOW. Change your Pod. Check your
blood glucose.

A\ Empty Reservoir—The Pods insulin reservoir is empty and insulin delivery
has stopped. Both the Pod and PDM sound the alarm.

Message: Empty Reservoir. Insulin delivery stopped. Change Pod now.

What to do: Tap OK, DEACTIVATE POD NOW. Change your Pod. Check your
blood glucose.
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A\ Auto-Off—The Pod has stopped delivering insulin because you did not
respond to the Auto-off advisory alarm. Both the Pod and PDM sound the
alarm. To change the Auto-off setting, see "Pod Auto-oft" on page 109. For
more information about how Auto-off works, see "Auto-oft" on page 150.

Message: Auto-Off. Insulin delivery stopped. Your PDM and Pod have not
communicated in the last <amount of time>. To resume insulin delivery,
change your Pod.

What to do: Tap OK, DEACTIVATE POD NOW. Change your Pod. Check your
blood glucose.

A\ Occlusion—The Pod’s cannula is blocked, which has stopped insulin delivery.
Both the Pod and PDM sound the alarm.

Message: Occlusion Detected. Insulin delivery stopped. Change Pod now.
Check your BG.

What to do: Tap OK, DEACTIVATE POD NOW. Change your Pod. Check your
blood glucose.

A\ Pod Error—The Pod detects an unexpected error. Both the Pod and PDM
sound the alarm.

Message: Pod Error. Insulin delivery stopped. Change Pod now.

What to do: Tap OK, DEACTIVATE POD NOW. Change your Pod. Check your
blood glucose.

A\ Call Customer Care — An unexpected error is detected in the Pod or PDM.
The Pod, PDM, or both may sound the alarm.

Message: Call Customer Care. Remove Pod now.
Ref: <reference-number>.

What to do: Tap OK'to silence the alarm. Remove your Pod. Call Customer
Care immediately. Check your blood glucose.

A\ System Error— An unexpected error is detected in the Pod or PDM. The Pod,
PDM, or both may sound the alarm.

Message: System Error. Remove Pod now. Call Customer Care.
Ref: <reference-number>.

What to do: Tap OK, DEACTIVATE POD NOW. Remove your Pod. Call
Customer Care immediately. Check your blood glucose.
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A\ PDM Error—An unexpected error is detected in the PDM. The PDM sounds
thealarm.

Message: PDM Error. Remove Pod now. Call Customer Care.
Ref: <reference-number>.

What to do: Tap OK'to silence the alarm. Remove your Pod. Call Customer
Care immediately. Check your blood glucose.

A\ PDM Error
Message: PDM Error. Tap "OK" to reset clock.

What to do: Tap OK. Reset the clock. Change your Pod. Check your
blood glucose.

A\ Pod deactivation required
Message: Pod deactivation required. Tap "OK" to deactivate.

What to do: Tap OK, DEACTIVATE POD NOW to deactivate your Pod. Remove
your Pod.

A rPDM Memory Corruption

Message: PDM Memory Corruption. Remove Pod now. Call Customer Care.
Tap OK to reset PDM and delete all user settings.

What to do: Tap OK to reset your PDM. This deletes all of your user settings,
but does not delete your history records. The PDM guides you through
reentering your user settings, and date and time, if necessary. Consult your
healthcare provider if you do not know your user settings.
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Advisory Alarm List

Advisory alarms inform you of a situation that needs your attention in the
near future.

Warnings:

Three advisory alarms (Pod Expired, Low Reservoir, and Auto-off) become
hazard alarms and result in a stoppage of insulin delivery ifignored. Be sure to
respond to all advisory alarms when they occur.

The individual advisory alarms are summarized here.

Pod Expired— Your Pod will stop delivering insulin soon. This escalates to
the Pod Expired hazard alarm if ignored. Both the Pod and PDM may sound
the alarm.

Vibration/tone: Periodically, until acknowledged.
Message: Pod Expired. Change Pod now.
What to do: Tap OK. Change your Pod.

Low Reservoir—The volume of insulin in the Pod reservoir is below the
specified value. This escalates to the Empty Reservoir hazard alarm if ignored.
To change this value, see "Low reservoir level” on page 109. Both the Pod and
PDM may sound the alarm.

Vibration/tone: Once a minute for 3 minutes. Repeats every 60 minutes until
acknowledged.

Message: Low Reservoir. <x> U insulin or less remain in Pod. Change
Pod soon.

What to do: Tap OK. Change your Pod.

Auto-Off—You have not used your PDM in the Auto-off countdown period
that you specified. The Pod will stop delivering insulin soon if you do not
respond to this alarm. To enable or disable the Auto-off feature or to change
the countdown period, see "Pod Auto-oft " on page 109. Both the Pod and
PDM sound the alarm.

Vibration/tone: Once a minute for 15 minutes.

Message: Auto-Off alert. Your PDM and Pod have not communicated in the
last <amount of time specified by you>. Tap OK to trigger a communication
between your PDM and Pod.

What to do: Tap OK to reset the Auto-off countdown timer to the beginning of
the countdown period.
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Resume Insulin—The time period that you specified for insulin suspension
has passed. If you do not resume insulin delivery, you could develop
hyperglycemia. Both the Pod and PDM sound the alarm.

Vibration/tone: Once a minute for 3 minutes. Repeats every 15 minutes until
insulin delivery is resumed.

Message on Lock screen: Resume Insulin. The insulin suspension period
has ended.

Full screen message: Do you want to resume insulin delivery with the <name>
Basal Program? The insulin suspension period has ended.

What to do: Tap RESUME INSULIN to restart the scheduled Basal Program
or tap REMIND MEIN 15 MIN to keep insulin delivery suspended. This alarm
recurs every 15 minutes until you resume insulin delivery.

Low PDM Battery—The PDM battery charge has 15% or less remaining.
Vibration/tone: None. To preserve the battery, the PDM is silent.

Message: Low PDM Battery. PDM battery is getting low. Recharge
battery soon.

What to do: Tap OK. Recharge your PDM battery as soon as possible.

Caution: There is no hazard alarm when the battery completely runs out.
Plug in the charger as soon as possible after seeing the low battery message.

Note: The batteryicon in the status bar of most screens displays the
remaining battery charge. When the charge is completely gone, the PDM
powers off. You must recharge the PDM to use it again. You can use your
PDM while itis charging,

Notifications List

Notifications, also called reminders, remind you about various actions you may
want to perform. Some are generated automatically and others have settings that
you control (see "Adjusting Settings" on page 99).

Tip: Use the Sound/vibrate button on the right-side of the PDM to control whether
the PDM s notification sounds a tone or vibrates (see "The Sound/vibrate button” on
page 125).
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The notifications are:

© pod Expiration—Tells you how much time is left before the Pod expiration
advisory alarm. To change the timing of this notification, see "Pod expiration"
on page 108. Both the Pod and PDM sound the notification.

Vibration/tone: A set of three beeps. Repeats periodically until acknowledged.
Message: Pod Expiration. Pod expires at <time, date>.

What to do: Acknowledge the message (see "Acknowledging notifications” on
page 123). Change your Pod.

@ No Active Pod—The PDM reminds you to activate a new Pod to begin basal
insulin delivery.
Vibration/tone: Every 15 minutes.
Message: No Active Pod. Activate a Pod to start insulin delivery.

What to do: Unlock the PDM. Activate a new Pod.

@ Check BG After Pod Change—The PDM reminds you to check your blood
glucose and the cannula infusion site 90 minutes after activating a new Pod.

Vibration/tone: Every 5 minutes until acknowledged.
Message: Check BG. Check BG and infusion site after Pod change.

What to do: Acknowledge the message (see "Acknowledging notifications"
on page 123). Check your blood glucose. Check the infusion site to see if the

cannula is properly inserted.

© Check BG After Bolus—The PDM reminds you to check your blood glucose
after abolus. To edit these reminders, see "Check BG after Bolus reminders"

on page 109.
Vibration/tone: Every 5 minutes until acknowledged.

Message: Reminder: Check BG. <x> hours have passed since your bolus.

What to do: Acknowledge the message (see "Acknowledging notifications" on
page 123). Check your blood glucose.

© Missed Bolus—The PDM reminds you that you have not delivered a bolus
within the time period you have specified. To edit these reminders, see
"Missed bolus reminders" on page 110.

Vibration/tone: Every 15 min until acknowledged.
Message: Missed Bolus. Meal bolus not delivered between <start time> -
<end time>.

What to do: Acknowledge the message (see "Acknowledging notifications” on
page 123). Consider your meal schedule.
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@ Custom Reminder—The PDM shows a message of your choice. To create or
edit these reminders, see "Custom reminders" on page 112.

Vibration/tone: Every 15 min until acknowledged.
Message: <Your reminder text>.
What to do: Acknowledge the message (see "Acknowledging notifications” on
page 123).

@ Wireless Update (Software Update)—This message reminds you thata
software update has been wirelessly downloaded but not yet installed.
Message: Wireless Update. Download complete.
What to do: Install the PDM software update as soon as possible (see

"Software update (Wireless update)” on page 106). You must deactivate your
Pod before installing the software update.

Informational Signals List

The Pod and PDM can provide informational tones or vibrations to let you
know that normal PDM and Pod events are occurring as expected. You do not
need to do anything in response to these signals. The PDM does not show an
explanatory message.

Tip: Use the Sound/vibrate button on the right-side of the PDM to control whether
some of these signals sound an audible tone or vibrate (see "The Sound/vibrate
button” on page 125).

Confidence reminders—These tones or vibrations let you know that your temp
basals and boluses are working as expected. These reminders are on by default. To
turn them on or off, see "Confidence reminders" on page 111.

PDM tones/vibrations: At the start of a temp basal, bolus, or extended bolus.
Pod beeps: Once at the end of a temp basal, bolus, or extended bolus.

Program reminders—These beeps remind you that you have a temp basal or
extended bolus running. These reminders are on by default. To turn them on or
off, see "Program reminders" on page 111.

Pod beeps: Once every 60 minutes while a temp basal or extended bolus
is running.
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Pod activation—These tones or vibrations occur at various times during the Pod
activation process to indicate progress. You cannot turn these off.

Pod beeps: Twice when it has been filled with the minimum amount of insulin
needed for activation (see page 41).

PDM tones/vibrations: When the Pod and PDM are successfully paired.

Pod beeps: Beginning 10 minutes after the Pod is filled with insulin, the Pod
beeps every five minutes until insulin delivery has started.

Pod deactivation—PDM sounds a tone or vibrates: Twice when the Pod is
successfully deactivated.

Basal Program changes—These tones or vibrations inform you of changes to
your Basal Program. You cannot turn these off.

PDM tones/vibrations: When a Basal Program is activated, edited,
suspended, or resumed.

Pod beeps: Once every 15 minutes while insulin is suspended.

Canceling temp basals and boluses—Informs you that the temp basal or bolus
has been successfully canceled.

Pod beeps: Once when you cancel a temp basal, bolus, or extended bolus. You
cannot turn these beeps off.

Communication Errors

When your PDM sends an instruction to your Pod, the communication usually
succeeds quickly. If an error in communication occurs, the PDM displays the

"no Pod communication”icon on the status bar (see "The Status Bar" on page 9).
The PDM communicates with the DISPLAY app only when the PDM is in sleep
mode. PDM sleep mode starts up to one minute after the PDM screen turns black.

Communication can fail if:

o ThePDMis, or has temporarily been, too far from the Pod—For successful
communication, the PDM and Pod should be side by side during activation
and within 5 ft (1.5 meters) after activation. Any insulin command will
initiate a connection between the PDM and Pod.

»  The PDM’s Bluetooth communication system is temporarily in use—This
could happen, for example, during communication with the Omnipod
DISPLAY app.

«  Communication is disrupted by outside interference—See the
"Omnipod DASH System Notice Concerning Interference" on page 197.
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Warnings:

Ifyou are unable to deactivate a Pod, it continues to pump insulin. Be sure to
remove the old Pod before activating a new Pod. Giving too much insulin can
cause hypoglycemia.

Ifyour PDM is damaged or not working as expected, call Customer Care for
assistance. Be sure to check your blood glucose frequently. Remove your Pod
and contact your healthcare provider for treatment guidelines.

Error when canceling a bolus

Ifyou are trying to cancel a bolus when a communication error occurs, the PDM
offers these options:

o CANCEL: Select this option to stop attempting to cancel the bolus. The Pod
continues to deliver the bolus.

Note: Ifthe 'cancel bolus'instruction has already been sent, this CANCEL
option is not available.

o TRY AGAIN: Move to a new location, then select this option to tell the PDM to
continue attempting to communicate with the Pod.

«  DEACTIVATE POD: Select this option and follow the PDM's instructions for
replacing your Pod.

Ifthe 'cancel bolus'instruction has already been sent from the PDM when a
communication error occurs, the PDM offers these options:

o  CHECKSTATUS: Select this option to attempt to re-establish communication
with the pod and obtain the current status of the ‘cancel bolus' command

o DEACTIVATE POD: Select this option to deactivate the pod when CHECK
STATUS is unsuccessful.

Error when sending insulin instructions to the Pod

A communication error may occur when the PDM attempts to send the following
insulin delivery instructions to the Pod—suspending or resuming insulin,
activating a new Basal Program, starting or canceling a temp basal, or starting
abolus.

Ifa communication error occurs when the PDM attempts to send an insulin
delivery instruction, the PDM ofters you different options. The options offered
depend on whether the PDM has sent the Pod the instruction and hasn't
received confirmation that it was carried out, or whether the PDM hasn't sent
the instruction.

133
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If the PDM has sent the Pod the instruction and hasn't received confirmation that
it was carried out, the PDM offers these options:

o  CHECKSTATUS: Move to a new location, then select this option to recheck for
confirmation that the instruction was carried out.

«  DEACTIVATE POD: Select this option and follow the PDM's instructions for
replacing your Pod.

If the PDM has not sent the Pod the instruction, the PDM tells you to move toa
new location and tap TRY AGAIN to reattempt communication. After you tap TRY
AGAIN, if the next communication attempt fails, the PDM offers these options:

o  CANCEL: Select this option to cancel sending the instruction. In this case, the
Pod continues with its prior insulin delivery mode. You can try to send the
instruction later.

o TRY AGAIN: Move to a new location, then select this option to tell the PDM to
reattempt to send the instruction to the Pod.

o  DEACTIVATE POD: Select this option and follow the PDM's instructions for
replacing your Pod.

Note: Atany point, if the PDM receives confirmation from the Pod that the
instruction was successfully received, a green banner appears informing you that
the instruction has been carried out.

Error when activating a Pod

Ifa communication error occurs during Pod activation, the PDM offers
these options:

«  DISCARD POD: Select this option to stop attempting to use this Pod.
o  TRYAGAIN: Select this option to attempt to reestablish communication.

Error when deactivating a Pod

Ifa communication error occurs during Pod deactivation, the PDM offers
these options:

«  DISCARD POD: Select this option to tell your PDM to unpair from that Pod.
The PDM instructs you to remove your Pod and tap CONTINUE.

o TRYAGAIN: Select this option to attempt to reestablish communication.

Note: After selecting the discard option, you can prevent future alarms from the
discarded Pod by following the instructions in "Silencing an Unresolved Alarm"
on page 135.

Note: If there is an unconfirmed bolus when you discard a Pod, the PDM does
not know how much of the bolus was delivered. Therefore, the PDM temporarily
disables the Bolus Calculator. If you tap the Bolus button while the Bolus
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Calculator is disabled, the PDM displays a message that says "Bolus Calculator
temporarily disabled." You can deliver a manually-calculated bolus when the
Bolus Calculator is disabled.

Silencing an Unresolved Alarm

You can usually silence Pod or PDM alarms by tapping a button on the alarm
screen. If the alarm continues, follow the directions in this section.

Pod alarm

To permanently silence a Pod alarm:
1. IfthePodis on yourbody, removeit.

2. Peel backalittle bit of the adhesive Press down firmly.
pad from the bottom of the Pod at the
square end (see figure).

3. Locate the alarm shut-off port to the
right of the gold circle. The alarm shut-
off port can be felt with a fingernail or
paper clip as a soft plastic. Goldcircle

port

4.  Firmly pressa paper clip or similar
item straight down into the alarm shut-
off port. Ifan alarm is sounding, the
alarm stops. You need to apply enough
force to break a thin layer of plastic.

Fill port

PDM alarm

IfaPDM alarm is not silenced when you tap the alarm screen's button:
1. Pressand hold the Power button, then tap Power off.
2. Pressand hold the Power button to turn the PDM back on.

This action silences the PDM's alarm. Your history records and personal settings
are preserved. However, you may have to reset the time and date and change
your Pod. After you reset the time, the Bolus Calculator is temporarily disabled.
A PDM message tells you when the Bolus Calculator can be used again. You can
deliver a manually-calculated bolus when the Bolus Calculator is disabled.
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CHAPTER 11
Taking Care of Your PDM
and Pod

The Omnipod DASH Insulin Management System has no user-serviceable parts.
Ifyou require assistance operating or maintaining the Omnipod DASH System,
call Customer Care.

Warnings:

Store all Omnipod DASH System products and supplies, including
unopened Pods, in a cool, dry place. Products or supplies that have been
exposed to extreme temperatures may not function properly.

Caution: Avoid storing Omnipod DASH System components and supplies in
aplace accessible to children, pets, or pests. Unintended access may result in
damage to system parts or impact their sterility.

Pod and Insulin Care

This section describes proper care of your Pod. To order all Omnipod DASH
System products and supplies, call Customer Care.

Pod and insulin storage

Extreme heat or cold can damage pods and cause them to lose insulin delivery
accuracy or otherwise malfunction. If Pods are exposed to extreme temperatures,
inspect them carefully before use.

Itis especially important to store your insulin in a well-controlled environment.
Inspect insulin before using it; never use insulin thatlooks cloudy or discolored.
Insulin that is cloudy or discolored may be old, contaminated, or inactive. Check
the insulin manufacturer’s instructions for use and the insulin's expiration date.

Pods and the environment

Avoid extreme temperatures

The Pod’s operating temperature has been tested and found to operate safely
between 41°F and 104°F (between 5°C and 40°C). Under normal circumstances,
your body temperature keeps the Pod within a range of 73°F and 98.6°F

(23°C and 37°C).
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11 Taking Care of Your PDM and Pod

Caution: Never use a blow dryer or hot air to dry the Pod. Extreme heat can
damage the electronics.

Warning: Do NOT expose a Pod to direct sunlight for long periods of

time. 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.

If you remove your Pod to avoid exposing it to extreme temperatures, remember
to check your blood glucose levels frequently. Check with your healthcare
provider for guidelines if you will not use a Pod for extended periods.

Water and your Pod

The Pod is waterproof up to a depth of 25 feet (7.6 meters) for up to 60 minutes
(IP28). After swimming or similar exposure to water, rinse off the Pod with clean
water and gently dry it with a towel.

Warning: Do NOT expose your Pod to water at depths greater than 25 feet
(7.6 meters) or for longer than 60 minutes.

Cleaning your Pod

Pods are waterproof. If you need to clean a Pod, gently wash it with a clean, damp
cloth, or you can use mild soap and water.

Caution: DO NOT use sprays, strong detergents, or solvents on or near your Pod.
The use of spray sunscreen, DEET-containing bug spray, personal care sprays,
and other aerosols, detergents, and strong chemicals on the Pod can irritate the
infusion site or damage the Pod, increasing the risk that the Pod housing will
crack. Pod damage may result in the ingress of external fluids which can impact
the ability of the Pod to function properly. This may result in the over-delivery or
under-delivery of insulin, which can lead to hypoglycemia or hyperglycemia.

Caution: Hold the Pod securely and take care while cleaning it, so the cannula
does not kink and the Pod does not detach from your skin.
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PDM Care

This section describes proper care of your PDM.

Warning: Ifyour PDM is damaged or not working as it 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.

PDM storage

When you are not using your PDM, store it in a convenient, nearby location that is
cooland dry.

Ifthe PDM is not safe from children or others who may press the buttons by
accident, do not share your PDM's PIN number with anyone. Also, store the PDM
in a safe place.

Long term storage of the PDM

Ifyou are not going to use your PDM for an extended period of time, allow your
battery to reach approximately 50% charge. Then press and hold the Power button
to turn the PDM off.

Caution: Do not turn your PDM off for more than six months at a time.

PDM and the environment

Avoid extreme temperatures

Extreme operating temperatures can affect the PDM's battery and interfere with
Omnipod DASH System operation. Avoid using the PDM in temperatures below
41°F (5°C) or above 104°F (40°C). Avoid charging the PDM in temperatures
below 41°F (5°C) or above 104°F (40°C).

Caution: Do not store, charge, or leave the PDM where it may be exposed to
extreme temperatures, such as inside a car. Extreme heat or cold can cause the
PDM to malfunction. See the PDM Specifications for appropriate operating,
charging, and storage temperature ranges. For specific operating temperatures,
see the PDM Specifications in these Instructions for Use.

Water and your PDM

The PDM is not waterproof. Do not place it in water or leave it near water
where it can accidentally fall in. If it gets wet, contact Customer Care fora
replacement PDM.

Caution: Never use ablow dryer or hot air to dry the PDM. Extreme heat can
damage the electronics.
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Caution: The PDM is not waterproof. Do NOT place it in or near water.
Electricalinterference

The PDM is designed to withstand normal radio interference and
electromagnetic fields, including airport security and cellular phones. 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. In most cases, interruptions are easy to resolve by moving to a new
location (for more information, see "Communication Errors" on page 132).

USB cable

When you use a USB cable to upload your PDM records to another device or to
charge your PDM, disconnect the USB cable as soon as you are finished.

Caution: Only connecta USB cable to your PDM when charging the battery or
transferring data to a computer or another device. Never connecta USB cable to
the PDM for any other reason.

Note: You can use the PDM while it is charging or transferring data.

Caution: When you connecta USB cable to the PDM, only use a cable that is less
than or equal to 4 feet (1.2 meters) in length.

Caution: To avoid the risk of strangulation, keep your cables away from young
children and pets.

Cleaning your PDM

Always keep your PDM USB port free of debris and liquids. Dirt, dust, and liquids
can impair the functionality of your PDM or damage it.

Caution: Do not use solvents to clean your PDM. Do not immerse your PDM
in water.

To clean your PDM:

1. Pressthe Power button briefly to put your PDM to sleep.

2. Wipe the outer surface of the PDM with a damp, lint-free cloth.
3. Drythe outer surface with a dry, lint-free cloth.

Caution: While cleaning, do NOT allow debris or liquid to get into the USB port,
speaker, earphone jack socket, Sound/vibrate button, or Power button.

Every time you clean your PDM, examine the entire PDM for discoloration,
cracks, or separations. Also check for deteriorating performance, such asillegible
messages, button malfunction, or repeated communication failures. If you notice
any signs of deterioration, stop using the PDM. Call Customer Care if you have
questions or for information about PDM replacement.
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If you drop the PDM

Shock or a severe impact can damage your PDM. If you drop the PDM or ifit 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 the
Lock screen appears.

Caution: Do not use the PDM if it appears damaged or is not working as it
should. Do not use the PDM if the PDM screen is broken.

PDM Battery Care

The PDM uses a rechargeable lithium ion battery. If there is a problem with your
battery or charger, contact Customer Care for information about replacements.

Safe use of the PDM battery

Warnings:

Do not expose your battery to high heat. Do not puncture, crush, or apply
pressure to your battery or the back of the PDM. If you see that the back of
the PDM is curved or will not stay in place, contact Customer Care. Failure
to follow these instructions could result in an explosion, fire, electric shock,
damage to the PDM or battery, or battery leakage.

Do not incinerate a battery. Dispose of an old battery in accordance with local
waste disposal regulations. Do not remove the battery from the PDM after
first-time insertion of the battery.

Ifyou see any battery performance issues, contact Customer Care.

To safely use the rechargeable battery:

«  Toprolongbatterylife, store and charge it in a cool, dry place out of direct
sunlight. Avoid leaving or charging the battery where temperature extremes
can permanently damage the battery, such as inside a car.

«  Your PDM may become warm after prolonged use or when exposed to high
temperatures. If your PDM or battery become hot to the touch, unplug the
USB cable ifit is plugged in, and avoid prolonged skin contact. Place your
PDM on a metal surface and contact Customer Care.

« Do not connect the battery poles with pieces of metal, such as keys or jewelry.
Doing so may short-circuit the battery and cause injuries or burns.
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« Do notexpose the battery or its charger to liquids, including water, rain, or
snow, as this can cause malfunction. If the battery or charger is exposed to
liquid, contact Customer Care.

« Do notallowanyone, including children and pets, to put the battery in their
mouth. Doing so may result in damage or explosion.

« Do not place the PDM or battery on or in heating devices, such as microwave
ovens, stoves, or radiators. The battery may explode if overheated.

» Do notdrop the battery. If the battery is dropped, contact Customer Care.

«  Onlyusean Insulet approved battery, charger, and cable to charge your PDM.
Using unapproved batteries, chargers, or cables can cause the battery to
explode or damage the PDM, and may void the warranty.

o Ifthebatteryis damaged so that fluid leaks from the battery, do not allow the
leaked fluid to make direct contact with your skin or eyes. If this happens,
immediately flush your skin or eyes with clean water and consult a doctor.

 Ifthebatteryis deformed or hot to the touch before you insert it into the PDM
for the first time, do not use this battery in your PDM. Use of this battery may
lead to batteryleakage, fire, or explosion. Place the battery on a metal surface
and leave it outside, if possible. Contact Customer Care for a new battery.

o Ifthebattery deforms, changes color, or overheats while charging, during use,
or in storage, do not handle the battery and do not continue use. Continued
use may lead to batteryleakage, fire, or explosion. Place the PDM on a
metal surface and leave it outside, if possible. Contact Customer Care for
further instructions.

+ Inspectyour PDM battery charger before each use. If the adapter for the
charger falls in water or is cracked, do not use it.

« PDMisin Airplane mode. Keep PDM in Airplane mode for best battery life.
Contact Customer Care if you notice the following:

Charging taking toolong

Batterydischarging too quickly

« PDMtoohottotouch

o  Swelling of the PDM and/or battery

o  Smell of gas coming from PDM and/or battery

«  Wall charger getting too hot
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PDM battery messages you may see

Battery message What you should do

Incompatible Charger | Disconnect charger. Connect provided PDM
charger and cable.

Battery Too Warm Disconnect charger if connected. Allow the PDM
to cool.

Battery Too Cold The PDM is too cold to be charged. Allow the PDM
to reach room temperature.

Charging Error Disconnect the charger. Allow the PDM to reach
room temperature.

Charging the PDM battery

Caution: Use ONLY the Insulet-provided micro-USB charger to charge your
PDM. Using unapproved chargers can cause the battery to explode or damage the
PDM and may void the warranty.

Under normal use, the battery should hold its charge for more than one day.

A PDM message alerts you when the battery charge is low. The batteryicon in
the status bar tracks the remaining charge in the battery (see "The Status Bar" on
page 9). To charge the battery, see "Charge the battery" on page 22.

You can charge your battery many times, but all batteries have a limited lifespan. If
you notice a significant deterioration in the duration of the PDM’s battery charge,
contact Customer Care.

Note: Charging times can vary depending on the surrounding temperature and
the remaining battery level.

Tip: Develop a routine to charge the PDM battery at the same time every day. Do
not wait for the low PDM battery message.

Warnings:

If the battery power becomes critically low, the PDM turns itself off to
preserve the data in memory. At this point, you cannot use the PDM until you
have plugged in the charger.

Note: If the PDM battery is critically low and the PDM has turned off, your Pod
continues to deliver basal insulin according to the active Basal Program or temp
basal. If you do not charge your PDM battery; this insulin delivery continues until
the Pod expires.

Note: The history records stay in memory for 60 days even if the battery power is
critically low.
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Inserting the PDM battery during first
time setup
Caution: Use ONLY the rechargeable battery that

came with your PDM. Contact Customer Care if you
have questions.

Caution: Do not insert the PDM battery while the PDM is connected to external
power (e.g. awall outlet via the USB cable and charger).

To insert the PDM battery:
1. Ensure the USB cable is disconnected from the PDM.

2. Ifyour PDMison, turn it off by pressing the Power button, tapping Power
off,and then tapping OK.

3. Ifthe white pull tab is still on the PDM, remove the back cover using the pull
tab as follows:

a. Hold the PDM with the back cover facing you.

b. Place two or more fingers of one hand between the pull tab and the PDM.
c. Brace the thumb of that hand against the back of the PDM.

d. Pull back on the pull tab and lift off the cover.

e. Skiptostep5.

4. Ifthewhite pull tab is no longer
on the PDM, remove the back
cover as follows:

a. Hold the PDM sideways and
locate the notch in the PDM
case. The notch islocated in
the corner below the
Power button.

b. Holding the PDM firmly,
place a fingernail into the notch and pull the front cover away from the
back cover.

Power button

Notch

c. Slideyour finger along the opening to completely separate the front from
the back.

d. Liftoff the back cover.

5. Orient the new battery so the three gold tabs
on the battery line up with the three gold pins

in the battery compartment. The "-"and "+
signs on the battery label should face you.
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Caution: Do not remove the label from the battery.

Caution: Be careful not to damage any of the small metal parts inside the
battery compartment.

6. Slide the battery into place. Gently push the bottom of the battery to fit it into
place.

7. Toreplace the back cover of the PDM:

a. Line up the cover's edge along the side with the Sound/vibrate and Power
buttons. Press down on this side first.

b. Press down along the back cover until the cover has clicked into place.

The PDM is now ready to use. If this is a new PDM, see "Initial PDM Setup" on
page 21 for instructions for entering your settings.

Note: Do not attempt to replace the battery after first-time insertion. If you are
experiencing battery or charging issues, contact Customer Care.
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CHAPTER 12
Understanding PDM and
Pod Function

This chapter explains how the PDM and Pod interact, features such as basal and
bolus insulin delivery, and how the Bolus Calculator works.

PDM and Pod Interactions

This section describes how the PDM controls the Pod, and what the Pod can do
without input from the PDM.

Pod actions controlled by the PDM
The Pod requires input from the PDM in order to:

»  Becomeactivated or deactivated

+  Change to a different Basal Program
Startabolus or temp basal

o Cancel abolus or temp basal

o  Suspend or resume insulin delivery

Pod activation

Pods are dormant until they are activated bya PDM. Once a PDM activates a
Pod, that PDM and Pod are paired together, which means that they can only
communicate with each other even if there are other Pods or PDMs within range.
During Pod activation, the PDM transfers the active Basal Program details to

the Pod.

The PDM's communication range is automatically reduced during activation.
Therefore, the PDM should touch the Pod (in or out of its tray) during Pod
activation. As an added precaution, do not activate your Pod in the same area that
someone else is activatinga Pod.

How close do the PDM and Pod need to be after activation?

After activation, the PDM should always be able to communicate with a Pod that
isup to 5 feet (1.5 m) away. Depending on the surroundings, the PDM may be able
to communicate with a Pod that is as much as 50 feet (15 meters) away. To ensure
that you can deliver a bolus, change the basal rate, or receive status updates from
the Pod, make sure the PDM is within 5 feet (1.5 m) of the Pod.
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When you are not actively using the PDM, store it in a nearbylocation, such asa
shirt pocket or in a drawer, briefcase, or purse.

Status checks: How the PDM checks Pod function

The PDM periodically queries the Pod about its status, called a "status check." The
PDM performs a status check:

»  When you wake up the PDM.
«  When you navigate to the Pod Info tab.
o  Periodically, whether the PDM is awake or asleep.

Note: Following a sleeping status check, the PDM only wakes up and sounds
an audible alarm if the Pod has a hazard alarm. If the Pod has an advisory
alarm or a notification, the PDM remains asleep and silent.

During a status check, the PDM collects information from the Pod about bolus
deliveries, the amount of remaining insulin, and any alarm situations. The PDM
displays this information as follows:

o  The Home screen displays information about the most recent bolus.

o ThePodicon on the status bar shows how much insulin remains in the Pod's
reservoir (see "The Status Bar" on page 9).

o  TheLockscreen and a full screen message display information about
Pod alarms.

Timing of alarms originating in the Pod
Ifthe Pod is sounding a hazard alarm, the Pod broadcasts a signal to the PDM.

o  Ifthe PDM isin range and awake, within 25 seconds of the Pod's initial alarm
sound, the PDM also sounds an alarm and displays the alarm message.

o IfthePDM isin range butasleep, the Pod cannot wake it up. The PDM finds
out about the Pod alarm when it does a 'sleeping status check.' In this case,
there could be a delay of up to five minutes and 25 seconds between when the
Pod sounds the alarm and when the PDM sounds the alarm.

« IfthePDM is out of range of the Pod, the PDM cannot receive any
communication from the Pod. Therefore, if you hear a Pod alarm or
notification, bring the PDM in range of the Pod and wake the PDM
up. Within 25 seconds, the PDM sounds the alarm and displays the
alarm message.
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When the PDM cannot communicate with the Pod

When the PDM attempts to communicate with an active Pod that is in range,
communication usually occurs quickly.

The PDM cannot communicate with the Pod when:

» The PDMis, or has temporarily been, too far from the Pod; for example,
when you attend a meeting, leaving your PDM back at your desk.

o  The PDM'sbattery has run down.

o  Thereistoo much outside interference (see "Omnipod DASH System Notice
Concerning Interference” on page 197).

For information about handling PDM-Pod communication problems, see
"Communication Errors" on page 132.

Pod deactivation

Deactivation unpairs a PDM and Pod from each other. Deactivation:
«  Stopsthe current Pod's insulin delivery.

«  Permanently silences any alarms from that Pod.

Freesthe PDM to activate a new Pod.

Note: Deactivation does not occur automatically when the Pod expires or runs
out of insulin. In these situations, you must still use the PDM to deactivate the
current Pod before the PDM can activate a new Pod.

Discarding aPod

When the PDM cannot resolve a communication error, the PDM is unable to
deactivate the Pod. In this situation, the PDM asks if you want to "discard" the Pod.
"Discarding” unpairs the PDM from that Pod but does not stop the Pod's insulin
delivery. Therefore, if you tell the PDM to "discard" a Pod, be sure to remove and
dispose of the old Pod before activating a new Pod. To prevent the "discarded"

Pod from sounding an alarm at a later time, follow the instructions for silencing a
Pod alarm on page 135. Otherwise, if a discarded Pod sounds an alarm, the alarm
stops after 15 hours.

149



12 Understanding PDM and Pod Function

What the Pod can do between PDM instructions
Once activated, the Pod can perform the following without input from the PDM:

o  Deliver insulin according to the active Basal Program's schedule. The
Pod has a built-in clock that allows it to track the timing of the Basal
Program’s segments.

o  Stopdelivery of a temp basal at the scheduled time and resume delivery of the
active Basal Program.

o Onceabolus or an extended bolus is started, complete the delivery of
the bolus.

»  Tracktheamount of insulin remaining inside the Pod.

o  Track theamount of time until Pod expiration. Stop delivering insulin once
the Pod expires.

o  Perform self-checks to verify that insulin delivery is occurring as expected.
Sound an alarm if it is not.

Send alarm and notification messages to the PDM, if it is in range.

«  Stopinsulin delivery if the Auto-oft feature is enabled and you have not used
the PDM within the specified period of time.

Auto-off

The optional Auto-off feature is useful if you are prone to hypoglycemia
unawareness. When you enable the Auto-off feature, you define alength of time
for an Auto-off countdown timer. The Pod and PDM will sound an alarm if you
do not use your PDM within that amount of time. To change the Auto-oft setting,
see "Pod Auto-oft" on page 109.

Resetting the Auto-off countdown timer

Any action you take that causes the PDM to communicate with the Pod resets
the Auto-off countdown timer to the beginning. Therefore, if Auto-offis enabled,
make sure the PDM is in range of the Pod, then wake up your PDM. This resets
the timer and prevents the alarm from sounding.

Auto-off alarms

Ifyou have not used your PDM within the amount of time specified by the
Auto-oft countdown timer, the Pod and PDM sound an advisory alarm every
minute for 15 minutes. The PDM also displays an on-screen message.

Ifyou do not use your PDM within 15 minutes of the onset of the Pod's Auto-off
advisory alarm, the Pod stops delivering insulin and both the PDM and Pod
sound a hazard alarm. Tap OK to silence the alarm and deactivate your Pod.
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PDM and Paired BG Meter Interaction

The following actions occur whenever you sync your PDM with a paired
BG meter:

o  The PDM transmits its time, date and goal/target range information to the
BG meter, overwriting the BG meter’s time, date and goal/target range if they
differ. This ensures that the time of blood glucose readings and boluses can be
compared accurately.

Tip: To keep your PDM and BG meter clocks in sync, always sync your
BG meter immediately before and after a time or date change (see "Date and
time, and language” on page 102).

o  The BG meter transmits all blood glucose readings taken since the last time it
synced to the PDM.

o  Ifthe BG meter tagged a reading as a control solution reading, the PDM adds
acontrol solution tag.

BGreadings from a paired BG meter and the Bolus Calculator

When the Bolus Calculator imports a blood glucose value from a paired
BG meter:

«  TheBolus Calculator automatically displays a blood glucose reading that was
taken within the past 10 minutes.

«  Ifmultiple readings were taken within the past 10 minutes, the Bolus
Calculator uses the most recent reading.

o  Ifthe clocks on the BG meter and PDM differ by more than five minutes, the
Bolus Calculator does not display any reading from the BG meter.

BGreadings from a paired BG meter and the history records

The PDM history records store all blood glucose readings and control solution
readings from a paired BG meter.

Exception: If the PDM and BG meter's clocks differ by more than five minutes, the
history records do not display any of the new readings from the BG meter.

Basal Insulin Delivery

Even without eating, our bodies need a small, constant supply of insulin for
normal daily living, which is referred to as "basal" insulin. In people without
diabetes, the pancreas continuously delivers this basal insulin. For people using
the Omnipod DASH System, the Pod mimics a pancreas of a person without
diabetes by delivering basal insulin at the rate that you program into the PDM.
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Approximately 50% of a persons total daily insulin dose typically comes from
basal insulin delivery; the remaining 50% typically comes from bolus doses.

This section describes the Omnipod DASH System's two modes for delivering
continuous basal insulin: Basal Programs and temp basals.

Basal Programs

A basal rate is the number of units of insulin delivered per hour.

A basal segment defines the time of day during which a given basal rate
is delivered.

A collection of basal segments covering a midnight-to-midnight period is called
a"Basal Program." In other words, a Basal Program describes the rate of insulin
delivery throughout an entire 24-hour period.

Basal Program
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Insulin needs vary throughout the day. Therefore, most people set their basal
rates to deliver more or less insulin at certain times of day. For example, you could
deliver a lower rate of insulin during the night and a higher rate during the day.
This figure shows a Basal Program with three basal segments.

To create the Basal Program shown in the preceding figure, the following basal
segments are programmed into the PDM:

Segment Basal rate

1: Midnight-10:00am 0.20U/hr ~ Between midnightand 10:00 am, the Pod
delivers 0.20 units of insulin per hour.

2: 10:00am-2:00pm  0.60U/hr  Between 10:00 am and 2:00 pm, the Pod
delivers 0.60 units of insulin per hour.

3: 2:00 pm-midnight 0.30U/hr ~ Between 2:00 pm and midnight, the Pod
delivers 0.30 units of insulin per hour.

152



Understanding PDM and Pod Function 12

You may have different routines on different days of the week; for example

your weekend routine may differ from your weekday routine. To handle these
predictable changes in your routine, you can create up to 12 different Basal
Programs (see "Basal Programs" on page 81). This figure shows two possible Basal
Programs, one for weekdays and the other for weekends.

Weekday Basal Program

10 — Weekend Basal Program
= 08 —
>
2
a 06 —
©
& 04 —
©
®
o 02—
0
e l l I 1
Midnight 6am Noon 6pm Midnight

Temporary basal rates

The ability to set temporary basal rates, also called "temp basals," is an important
feature of the Omnipod DASH System. A temp basal lets you override

the currently running Basal Program by setting a different basal rate for a
predetermined period of time.

For example, if you are going cross-country skiing for several hours, you could set
atemp basal to lower your basal rate during and after your exercise (see "Using
Temporary Basal Rates" on page 75).

Temp basals can last from 30 minutes to 12 hours. At the end of the specified time,
the Pod automatically reverts to the active Basal Program.

Temp basal settings: Units per hour (U/hr) or percent (%)
Temp basals can be set using percent (%) or units per hour (U/hr).

Setting temp basals to units per hour (U/hr) means that the Pod delivers insulin
ata flat rate for the duration of the temp basal. In other words, the details of the
currently scheduled Basal Program are ignored during these temp basals.

Setting temp basals to percent (%) means insulin delivery follows the pattern
defined by the currently scheduled Basal Program, but increases or decreases the
insulin delivery by the specified percentage. For example, a 50% increase raises the
Basal Program's insulin delivery by 50%, while a 50% decrease lowers the Basal
Program's insulin delivery by 50%.
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Temp basal set to U/hr
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==== Temp basalfrom 7 AMto 4:30 PM
= Basal Program
Actualinsulin delivered

The calculations for the 50% increase temp basal in the preceding figure are:

Segment Basalrateof = 50% increase Resulting temp
boundaries* Basal Program (U/hr) basal rate:
(U/hr) (U/hr)
Midnight-7:00 am 0.20
7:00am-10:00 am 0.20 0.20x50%=0.10 0.20+0.10=0.30
10:00 am-2:00 pm 0.60 0.60 x 50%=0.30 0.60+0.30=0.90
2:00 pm-4:30 pm 0.30 0.30x50%=0.15 0.30+0.15=0.45
4:30 pm-midnight ~ 0.30

* Segments are defined by the currently scheduled Basal Program.
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Temp basal limitations

Prohibited temp basals: You cannot set a temp basal of 0%, as there would be no
change from the active Basal Program.

Maximum temp basal:

«  When using percent (%), you can set the temp basal up to 95% more than
your active Basal Program's rate with the following exception: You cannot set
atemp basal that would go above your Maximum Basal Rate during any time
segment covered by the temp basal duration.

«  When usinga flat rate (U/hr), you cannot set a temp basal above your
Maximum Basal Rate.

Temp basals that turn off basal insulin delivery: When using percent (%), if you
seta decrease that results in a flow of less than 0.05 U/hr for a segment, the PDM
informs you that you will receive 0 U/hr of insulin for one or more segments.

If the temp basal is long enough, you will eventually receive some insulin. This is
because the Pod delivers insulin in 0.05 U pulses.

For example, if the flow rate for a basal segment is 0.10 U/hr and you create a temp
basal with a 60% decrease for:

«  Onehour, the resulting flow rate of 0.04 U/hr results in no insulin being
delivered for the one hour duration of the temp basal.

Twohours, the resulting flow rate of 0.04 U/hr results in a delivery of 0 U
insulin in the first hour and 0.05 U insulin in the second hour.

You can set a temp basal to turn off basal insulin delivery for a set period of time by
using a 100% decrease or a flat rate of 0 U/hr. The Pod beeps at the start and end of
atemp basal period of no basal insulin. You can still deliver boluses when using a
temp basal to turn off basal insulin delivery.

Tip: Using a temp basal to turn off basal insulin delivery is useful if you want your
Basal Program to automatically resume when the temp basal ends (see "Methods to
temporarily stop insulin delivery” on page 156).

Temp basal presets

Some temporary changes in your daily routine are easy to predict, and you may
know from experience how they affect your insulin needs. For example, you
might join a summer soccer league or attend an exercise class. For women, your
monthly hormonal change can affect blood glucose in a predictable manner.

To handle predictable, short-term changes, you can define temp basal presets
(see "Temp Basal Presets” on page 85). Once stored, a temp basal preset can be
activated quickly at a later time (see "Activate a temp basal preset" on page 77).
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Methods to temporarily stop insulin delivery

There may be times when you want to stop all insulin delivery, or at least all basal
insulin delivery, for a period of time. If you do not want to deactivate your current
Pod, you can request a temporary halt of insulin delivery as follows:

«  Suspendinsulin delivery:

Menuicon (=) > Suspend Insulin.

o  Setatemp basal to turn off insulin delivery:

Menuicon (=) > SetTemp Basal. Then select 100% decrease or 0 U/hr.

The following table compares these options for pausing insulin delivery.

Suspend insulin Temp basal of 0 U/hr
Effect on basal and No basal delivery No basal delivery
bolus insulin delivery No bolus delivery Boluses allowed
Minimum duration 30min 30 min
for stopping insulin
va[ tm dgra@on 2hrs 12hrs
or stopping insulin
Insulin delivery
resumes No Yes
automatically
. "Resumeinsulin.The Middle tab of Home
Screendisplayatend . i . iod itled "Basal’
of specified duration insulin suspension perio screen titled "Basa
hasended." (not "Temp Basal")
Beeps while insulin Every 15 min At begmnmg.and
is stopped every 60 min
Beepsatend of Every 15 min until Onebeep, then insulin
specified duration you tap Resume resumes automatically
Editing an active Basal Program
Must be used when %hapgmg thetime or date Use is never required
estingalarm and
vibrate feature
How to cancel Menuicon (=) > Home:Temp Basal
ResumeInsulin tab>CANCEL
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Immediate and Extended Boluses

Abolus is an extra dose of insulin that is delivered in addition to the continuous
basal rate of insulin delivery. Use boluses to bring down high blood glucose levels
and to cover the carbohydrates (carbs) in a meal.

You have the option of delivering the entire bolus at once. This is referred to as

an "immediate bolus" or, simply; a "bolus." Alternatively, you can spread out the
delivery of all or part of a meal bolus so that it is delivered steadily over a specified
period of time. This is referred to as an "extended bolus."

50 —
Bolus

40 — (immediate)
= 3 __|Basal Program Extended
= 3.
ks bolus
5 20—
£ I 4
c —
.§ 1.0 I.
£ 0 T T T 1

Midnight 6am Noon 6pm Midnight

You may want to extend a bolus if your meal contains high-fat or high-protein
foods. These foods slow down digestion and therefore slow down the post-meal
rise in your blood glucose.

About Manually-Calculated Boluses

A manually-calculated bolus is a bolus that you have calculated without the help
of the Bolus Calculator. You can use manually-calculated boluses when the Bolus
Calculator is set to off or if the Bolus Calculator is disabled (see "Maximum Bolus"
on page 158). Consult your healthcare provider for instructions about how to
calculate abolus.

You can extend some or all of a manually-calculated bolus.

If there is a bolus amount that you deliver frequently, you can create bolus presets
(see "Bolus Presets" on page 87) that can be activated quickly at a later time.

Note: You can only use bolus presets if the Bolus Calculator is off.
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The Bolus Calculator

The PDM's Bolus Calculator can do a lot of the work of calculating a bolus for you.
The Bolus Calculator uses your personal settings and also takes into account any
insulin that remains from recent boluses (referred to as insulin on board or IOB).

Bolus Calculator boluses

When calculating a bolus, the Bolus Calculator considers a bolus to be made up of
the following two components:

+  Correctionbolus: Used to lower blood glucose when it gets too high.
«  Mealbolus: Used to cover carbs in a meal.
Extended boluses

When using the Bolus Calculator, you can extend some or all of a meal bolus, but
a correction bolus cannot be extended. A correction bolus is always delivered first.
In the following example, three units of insulin are extended:

Total bolus = 5 units (1 unit correction bolus + 4 units meal bolus)
|:: Deliver now =2 units (1 unit correction + 1 unit meal bolus)
Extend = 3 units (3 units meal bolus)

Maximum Bolus

The PDM does not allow you to enter a bolus that is above your Maximum
Bolus setting. If the Bolus Calculator calculates a bolus amount greater than
your Maximum Bolus, you will only be able to deliver up to the Maximum Bolus
amount. To adjust it, tap the Total Bolus field and enter a revised bolus.

Controlling the bolus amount

The Bolus Calculator is a useful tool, but you have the ultimate control over the
amount of a bolus to be delivered. After the Bolus Calculator suggests a bolus
amount, you can confirm the suggested bolus or increase or decrease it.
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When the Bolus Calculator does not work

The Bolus Calculator does not work when it is disabled or when it is set to off. You
control whether the Bolus Calculator is turned on or off, but the PDM controls
when itis disabled.

If the Bolus Calculator is set to off, the PDM does not track IOB and does not
suggest a bolus.

If the Bolus Calculator is set to on, the PDM may disable it in a few situations.
Being disabled means that the Bolus Calculator is temporarily unable to calculate
asuggested bolus.

Conditions thatdisable The Bolus Calculator is ga}llcﬂlfl;?srBOluS
the Bolus Calculator:  disabled until: o
is disabled:

Your blood glucose Ten minutes pass. IOB s displayed on
reading is below your or the Home screen.
Minimum BG for
Calcs setting. A newblood glucose reading

isabove your Minimum BG

for Calcs setting.
Your blood glucose Ten minutes pass. IOBis displayed on
reading is “HI” or the Home screen.

A newblood glucose reading

islower than “HI”
Thereisan unconfirmed A complete Duration of IOB is not displayed

boluswhenyoudiscard  Insulin Action period passes. —on the Home screen.
aPod.

Thereisan internal 8.5 hours pass. IOBis not displayed
clock reset. on the Home screen.

Factors used in the Bolus Calculator's calculations

The Bolus Calculator accounts for the following when it calculates a bolus:

Your current blood glucose level, Target BG, Correct Above threshold, and
Correction Factor

«  Thecarbs you are about to eat and your IC Ratio
e Your Duration of Insulin Action and insulin on board (IOB)
e Your Minimum BG for Calcs

o  Reverse Correction, if it is enabled
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TargetBG

When calculating a correction bolus, the Bolus Calculator aims to bring your
blood glucose down to the Target BG.

Correct Above threshold

The Bolus Calculator only suggests a correction bolus if your blood glucose
reading is above your Correct Above setting. This feature can prevent corrections
to blood glucose values that are only slightly higher than your Target BG.

Insulinonboard

Insulin on board (IOB) is the amount of insulin still active in your body from
earlier boluses. IOB from previous correction boluses is referred to as correction
IOB.IOB from previous meal boluses is referred to as meal IOB.

When calculating a new bolus, the Bolus Calculator may reduce the suggested
bolus based on the IOB.

The Duration of Insulin Action setting represents the amount of time that insulin
remains "on board" or "active” in your body.

Note: The Bolus Calculator only subtracts IOB from a suggested bolus if your
current blood glucose is known. You should always test your blood glucose prior
to delivering a bolus.

Duration of insulin action

The Bolus Calculator uses your Duration of Insulin Action setting to calculate the
insulin on board from prior boluses.

Minimum BG for Calcs

The Bolus Calculator does not suggest a bolus if your blood glucose reading is
below your Minimum BG for Calcs level.

Reverse Correction

Ifthe Reverse Correction setting is turned on and your blood glucose level

is below your Target BG, the Bolus Calculator uses the calculated negative
correction bolus to reduce the meal bolus. This allows part of the meal to be used
to raise the low blood glucose level towards the Target BG.

Ifthe Reverse Correction setting is turned off, the Bolus Calculator suggests the
full meal bolus even if your blood glucose level is below your Target BG.
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Boundaries of the Bolus Calculator suggestions

The following figure shows the boundaries between the types of calculations
performed by the Bolus Calculator. For example, the Bolus Calculator suggests a
meal bolus, but not a correction bolus, if your blood glucose reading is between
your Target BG and your Correct Above settings. If your blood glucose is above
the range of your BG meter or is above 600 mg/dL, the reading is recorded as "HI"
and the Bolus Calculator cannot calculate a bolus.

700 —3
Bolus Calculator disabled above 600 mg/dL
600 —| 22X 25 2K 2 2 2K 2 2 2 2 22X
500 —
2
So
232 400 —
()]
B E Bolus Calculator calculates
= meal and correction bolus
300 —
200 —
COMECE ADOVE 4 ercmmsreers e
OrreTcar ef ;Z __| } Bolus Calculator calculates meal bolusonly
J } Bolus Calculator calculates meal bolus
Minimurm BG for Calcs—1-...(minus Reverse Correction, ifenabled) .
} Bolus Calculator disabled below Min BG for Calcs
0 SIS ININININONINININT
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Insulin on board (I0OB)

After abolusis delivered, the amount of insulin that is active in the body decreases
over several hours. The Bolus Calculator approximates this decrease in insulin by
calculating an ‘insulin on board’ (IOB) value. The calculated IOB value decreases
over time and reaches zero at the time set by the Duration of Insulin Action value.
For example, if your Duration of Insulin Action is 4 hours and an 8 unit bolus is
given at 6 pm, the IOB amount decreases steadily over time as shown in this graph.

8U —
s 6U — <——1 hrafterthebolus:IOB=6U
8 4U — <——2hrsafterthebolus:IOB=4U
2U — <—3hrsafterthebolus:I0B=2U
0
I I [ I
5pm 6pm 7pm 8pm 9pm 10pm  11pm
Take8 U bolusat6pm 4 hrs after the bolus,
Duration of Insulin Action setto 4 hrs 0B has returned to zero

Types of IOB: meal IOB, correction OB, or both

Abolus, and the IOB from that bolus, can be entirely meal, entirely correction, or
both. The following graphs show how the IOB from a4 U total bolus decreases
over time with a Duration of Insulin Action of 4 hours.

Entirely meal 4U—

A meal bolus is calculated when you are Meal IOB

eating a meal and your blood glucose is less
than your Correct Above value. The IOB 0
from this bolus is entirely meal IOB.

Entirely correction

A correction bolus is calculated when you
are not eating and your blood glucose is

above your Correct Above value. The IOB
from this bolus is entirely correction IOB. 6pm gpm  10pm

Both meal and correction 4U—
g Meal IOB
When you are eating and your blood glucose =2

2U Correction|OB
isabove your Correct Above value, thetotal & _|
bolusincludesamealbolusand a correction =~ ¢_|
bolus component. Likewise, the IOB from 6pm g8pm  10pm

this bolus has a meal IOB and a correction
IOB component.
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Insulin on board (IOB) calculations

Duration of insulin action — time since previous bolus .
x previous bolus

Duration of insulin action
IOB from a previous correction bolus is called a “correction IOB”

IOB from a previous meal bolus is called a “meal IOB”
Correction IOB example

Duration of insulin action: 3 hours
Time since previous correction bolus: 1 hour
Previous correction bolus: 3 U

3hours —1hour , 35 _ 5y correction 0B

3hours
In other words, one hour after your previous correction bolus, your body
has used up only 1 unit from the correction bolus. The remaining 2 units
of insulin are still in your body working to correct your blood glucose level.
Accounting for correction IOB in bolus calculations prevents the delivery of
too much insulin when correcting a high BG or eating a meal.

Meal IOB example

Duration of insulin action: 3 hours
Time since previous meal bolus: 2 hours
Previous meal bolus: 4.5 U

3hours—2hours v 4515 = 15U meal IOB

3hours
In other words, two hours after your previous meal bolus, your body has used
up 3 units from the meal bolus. The remaining 1.5 units of insulin are still in
your body working to cover your meal.

Meal IOB is only used to reduce a correction bolus; it does not reduce a new
meal bolus. The correction bolus is only reduced until it becomes 0 units.
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Bolus Calculator equations

The Bolus Calculator first calculates a preliminary correction and meal bolus. It
then adjusts these preliminary values for IOB, if applicable. The final suggested
bolus is equal to the sum of the resulting correction bolus and meal bolus.
Current BG - Target BG

Correction Factor
Example: Current BG: 200 mg/dL, Target BG: 100 mg/dL
Correction Factor (CF): 50
200 mg/dL - 100 mg/dL

50

Preliminary correctionbolus =

= 2 U prelim. correction bolus

Carb intake
Insulin-to-carb (IC) ratio
Example: Carb intake: 45 grams of carb, ICratio: 15

45 3 U prelim. meal bolus

15

Final correction bolus = (prelim. correction bolus - meal IOB) - correction IOB

Preliminary meal bolus =

The meal IOB is subtracted first. If the preliminary correction bolus is still
above zero, then the correction IOB is subtracted

Note: A correction bolus is never reduced below 0 U.
Final meal bolus = prelim. meal bolus - remaining correction IOB

Meal IOB is never subtracted from a meal bolus. Only a remaining correction
IOB is subtracted from a meal bolus (see "Remaining correction IOB" on
page 166).

Note: A meal bolus is never reduced below 0 U.
Calculated bolus = final correction bolus + final meal bolus

Reverse Correction bolus calculation: If the Reverse Correction feature is
turned on and if your current blood glucose is below your Target BG but above
your Minimum BG for Calcs, the Bolus Calculator subtracts a correction
amount from the preliminary meal bolus.

Meal bolus with Reverse Correction = Reverse Correction + prelim meal bolus

Example: Current BG: 75 mg/dL, Target BG: 100 mg/dL

Correction Factor: 50, Preliminary meal bolus: 1.5 U

75 mg/dL - 100 mg/dL
50

-0.5U (Reverse Correction) + 1.5 U (prelim meal bolus) = 1.0 U meal bolus

= -0.5 U Reverse Correction

A Reverse Correction is only applied to the meal bolus. In this example, the
meal bolus is reduced by 0.5 units.
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Bolus Calculator rules

The Bolus Calculator applies the following rules to the suggested bolus doses:

Suggested bolus doses are rounded down to the nearest 0.05 U.

Ifthe total of the suggested bolus calculation (correction bolus plus meal
bolus) is less than zero, the suggested bolus dose is 0.00 U.

The Bolus Calculator does not suggest a bolus dose if your current blood
glucose reading is below your Minimum BG for Calcs.

The Bolus Calculator suggests a correction bolus only when your blood
glucose reading is above your Correct Above threshold.

Meal IOB, which is insulin on board from a previous meal bolus, is subtracted
first from the current correction bolus, if any, until the correction bolus is
zero. However, any remaining meal IOB is never subtracted from the current
meal bolus.

Correction IOB, which is insulin on board from a previous correction bolus,
is then subtracted from the current correction bolus, if any remains, until
the correction bolus is zero. At that point, any remaining correction IOB is
subtracted from the current meal bolus.

The calculated insulin on board is rounded up to the nearest 0.05 U.
A Reverse Correction only occurs if the meal bolus is greater than 0.00 U.

Ifyour blood glucose value is below your Target BG value and Reverse
Correction is on, the Reverse Correction bolus is subtracted from the
suggested meal bolus. If Reverse Correction is off, the Bolus Calculator does
not subtract insulin from the suggested meal bolus dose.

If you manually adjust the suggested bolus, the following rules apply:

Ifyou increase a suggested bolus, the increase is applied to the meal
bolus unless there is no meal bolus, in which case it is applied to the
correction bolus.

Ifyou decrease a suggested bolus, the decrease is applied to the meal bolus
until it reaches zero; then it is applied to the correction bolus. If there is no
meal bolus, the decrease is applied to the correction bolus.
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Overview of the Bolus Calculator CALCULATIONS screen

The Bolus Calculator's screen can be accessed by tapping VIEW BOLUS
CALCULATIONS from the Insulin & BG history screen or by tapping
CALCULATIONS from the Bolus Calculator screen.

@ 50+U 3 © 90% £ 5:47 AM
< Bolus Calculation A
Correction Bolus Tu
Your current —> BG = 150, Target BG = 100 _
blood glucose Correction Factor = 50 < Your qur?Ct'on Factor
readingand (150-100) / 50 = 1U settingis listed here.
Target BG Meal 10B adjustment <——1 Acorrection bolus
settingare R is adjusted for meal
listed here. -
1U-0U=1U IOBfirst ...

Correction 10B adjustment <——— ...thenfor correction IOB.

Correction IOB=0U . .
<——— Correction OB is

1U-0U=1U
subtracted fromthe
Meal Bolus 4u correction bolusfirst...
Thecarbsin —> Carbs =60 g, IC Ratio = 15 g/U
your mealand 60/15=4U
your ICRatio Correction I0B adjustment ~<——— --andanyremaining
arelisted here. - ) o correction IOBis
e subtracted fromthe
meal bolus.

You need to scroll down to see the total bolus and any adjustments you may have
made to the calculated bolus.

The blood glucose units on the Calculations screen are mg/dL.

Note: IOB adjustments are only made if you have entered a blood
glucose reading.

Remaining correction 0B

A calculated bolus amount can never be less than zero. If a correction IOB
is greater than the preliminary correction bolus, subtracting only part of the
correction IOB from the preliminary bolus brings the correction bolus to zero.

The remaining correction IOB'is the amount of the correction IOB that was not
needed to bring the preliminary correction bolus to zero. This remaining amount
is then used to reduce the meal bolus, if there is a meal bolus.
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The preliminary and final boluses in the CALCULATIONS screen

The Bolus Calculation screen shows the calculations for a preliminary bolus first
(correction and meal bolus), and then shows the IOB adjustments that produce
the final correction bolus and final meal bolus. See "Bolus Calculator equations"
on page 164 for a step-by-step description of these calculations.

The preliminary correction bolus calculations and where the preliminary
correction boluses appear on the Calculations screen, as well as which numbers

represent the final correction bolus, are identified here:

@ 50+U 3 ¥ 90%

< Bolus Calculation

Correction Bolus

Correction Factor = 50
(150-100) / 50=1U
|

Meal 10B adjustment

Meal IOB=0U
1U-0U=1U

CorrectionOB=0U
TU-0U=1U
|

BG =150, Target BG = 100

Correction I0B adjustment

* 5:47 AM

'Y

Meal Bolus

60/15=4U

4U-0U=4U

Carbs = 60 g, IC Ratio = 15 g/U

Correction I0B adjustment
Remaining correction IOB =0 U

Calculated Bolus

5u

Total Bolus

5u

Correct Above: 110 mg/dL

CLOSE

Final correction bolus
(rounded down to the
nearest 0.05 U)

Final meal bolus

The following pages show examples of the Calculations screen with various blood

glucose, meal, and IOB scenarios.
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Bolus Calculator examples

For an explanation of IOB, see page 162. For an explanation of the correction and
meal bolus equations, see page 164.

Example 1: Eating 45 g carbs, BG of 150 mg/dL is above target, no I0B

Duration of Insulin Action =4 hours. You have not delivered a bolus in the past 4
hours, so there is no IOB (no meal IOB, no correction IOB).

Correction Bolus

BG=150,TargetBG=100
Correction Factor=50
(150-100)/50=1U

Meal IOB adjustment
MealIOB=0U

1U-0U=1U

Correction IOB adjustment
CorrectionlOB=0U
1U-oU=1U

Meal Bolus

Carbs=45g,ICRatio=15g/U
45/15=3U

Correction OB adjustment
Remaining correction [OB=0U
3U-0U=3U

Calculated Bolus

Your Adjustment

Total Bolus

1U<—

3U =

=

4U =—

4U

Your blood glucoseis 50 mg/
dL overyour target. With your
correction factorat 50and no
IOB adjustment, you will need a
1 U correction bolus.

No OB, so noIOB adjustment.

NoIOB, so no OB adjustment.

You are eating 459 carbs. With
yourICratioat 15and noIOB
adjustment, you willneeda3 U
meal bolus.

NoIOB, so noIOB adjustment.

The calculated bolus is the sum
of your correction bolus and
meal bolus.

Any adjustmentyou make to the
calculated bolusis shown here.
No adjustment was made.

Thetotal bolusis the sum of
the calculated bolus and any
adjustment made by you.

168



Understanding PDM and Pod Function 12

Example 2: Not eating, BG of 150 mg/dL is above target, 1 Umeal IOB, 1U

correction OB

Duration of Insulin Action =4 hours.

Three hours ago, you delivered an 8 U bolus (4 U meal bolus, 4 U correction
bolus) because you were eating and had a high blood glucose reading.

Now, three hours after the 8 U bolus, there are 2 U of IOB left (1 U meal IOB, 1 U

correction IOB).

Correction Bolus
BG=150,TargetBG=100
Correction Factor=50
(150-100)/50=1U

Meal IOB adjustment
MeallOB=1U
1U-1U=0U

Correction IOB adjustment
CorrectionlOB=1U
N/A: Correction bolusis<=0U

Meal Bolus

Carbs=0g,ICRatio=15g/U
0/15=0U

Correction IOB adjustment
Remaining correction|OB=1U
0U-1U=0U

Calculated Bolus

Your Adjustment

Total Bolus

ou

ou

ou

ou

ou

Your blood glucose is 50

mg/dL overyour target. A
correction factor of 50 givesa 1U
~<— preliminary correction bolus.

However, this preliminary
correction bolus is reduced
tozerobythe 1 U meal

IOB adjustment.

Because the preliminary
correction bolus has been
reduced to zero, the correction
+«— |OBisnot subtracted.

<— Youare noteating, so your meal
bolusis0U.

None of the correction IOBwas
subtracted from the correction
< bolus, so the remaining
correctionOBis 1 U.However,
the meal bolus is already zero.

+«<— Although your blood glucose
isabove target, the meal IOB
reduces the total bolus to 0 U.
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Example 3: Eating 45 g carbs, BG of 100 mg/dL is at target, 1 U meal IOB

Duration of Insulin Action =4 hours.

Three hours ago, you delivered a4 U bolus (4 U meal bolus) because you were
eating. There was no correction bolus because your blood glucose was at your

Target BG.

Now, three hours later and just before your next meal, there is 1 U of IOB from the
previous meal, which isa 1 U meal IOB. There is no correction IOB because the
earlier bolus had no correction component.

Correction Bolus

BG=100, Target BG=100
Correction Factor=50
(100-100)/50=0U

Meal IOB adjustment
MeallOB=1U
N/A: Correction bolusis<=0U

Correction IOB adjustment
CorrectionlOB=0U
N/A: Correction bolusis<=0U

Meal Bolus
Carbs=45g,ICRatio=15g/U
45/15=3U

Correction IOB adjustment
Remaining correction|OB=0U
3U-0U=3U

Calculated Bolus

Your Adjustment

Total Bolus

oU-

3U

<— Blood glucoseis at target, so the
correction bolusis zero.

The correction bolus s zero, so

+«— themeal IOBis not subtracted.

<— NolOBadjustment.

You are eating 45 g carbs.
WithyourICratioat 15and no
correction IOB adjustment, the
meal bolusis 3 U.

No IOB adjustmentis made.

+«— Thereisno correction OB, and

meal IOB is never subtracted
from a meal bolus.

3U =— Eventhoughtherewasa1U

ou

3U

meal OB, it did not reduce the
calculated bolus.
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Example 4: Eating 60 g carbs, BG of 150 mg/dL is abovetarget, 1U
correction OB

Duration of Insulin Action = 2 hours.

One hour ago, you delivered a 2 U bolus to correct a high blood glucose. Because
you were not eating at that time and did not enter a carbohydrate value into the
Bolus Calculator, this was a 2 U correction bolus.

Now; one hour later, you are about to eat. Thereisa 1 U correction IOB from
the earlier bolus, and no meal IOB because you did not eat at the time of your

last bolus.
Correction Bolus ou
BG=150,TargetBG=100 Your blood glucose is 50 mg/dL
Correction Factor=50 overyour target. A correction
factorof50givesa1U
(150-100)/50=1U preliminary correction bolus.
Meal IOB adjustment
Meal I0B=0U No meal OB, so no meal I0B
1U-0U=1U T adjustment.
Correction IOB adjustment
CorrectionlOB=1U The 1 U correction IOB reduces
1U-1U=0U < thecorrection bolus to zero.
Meal Bolus 4U
Carbs=60g,ICRatio=15g/U You are eating 60 g carbs.
60/15=4U «<— AnlCratioof 15givesa4U
preliminary meal bolus.
Correction IOB adjustment The entire correction IOB was
- . _ used to reduce the correction
Remaining correction|OB=0U bolus to zero, so no correction
4U-0U=4U <«<— |OBremains.The meal bolus
remainsat4U.
Calculated Bolus 4U The calculated bolus is entirely
. ameal bolus. Even though your
Your Adjustment ou blood glucose is above target,
the correction OB reduced the
Total Bol 4U correction bolus to zero.
Otal bolus
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Example 5: Reverse correction on, eating 45 g carbs, BG of 75 mg/dL is

below target, no 0B

Duration of Insulin Action = 2 hours. You have not given yourself a bolus in the
past 2 hours, so there is no IOB (no meal IOB, no correction IOB).

Correction Bolus
BG=75,TargetBG=100
Correction Factor=50
(75-100)/50=-05U
(Reverse correction ON)

Meal IOB adjustment
Meal IOB=0U
N/A: Correction bolusis<=0U

Correction IOB adjustment
CorrectionlOB=0U
N/A: Correction bolusis<=0U

Meal Bolus
Carbs=45g,ICRatio=15g/U
45/15=3U

Correction IOB adjustment
Remaining correction [OB=0U
3U-0U=3U

Calculated Bolus

Your Adjustment

Total Bolus

-0.5U J& Your blood glucose is below
yourtarget, soa Reverse
Correctionis calculated.

No changeinthereverse
correction bolus fortwo
reasons: OB is zero,and |OB
is never subtracted froma
reverse correction.

No changeinthereverse
correction bolus fortwo
reasons:I0OB is zero,and |OB
is never subtracted froma
reverse correction.

You are eating 45 g carbs.
WithyourICratioat 15

and no correction 0B
adjustment, the meal bolus
is3U.

NolOB,sono OB

<«<— adjustment.

2.50 U =— Thenegativereverse
correction bolus reduces the

meal bolus.
ou With Reverse Correction set
toOnandablood glucose
below your target, the meal
2.50U bolusis reduced to allow

some of the meal carbs to
increase your blood glucose
towards your target.
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Calculations for History Summaries

This section lists the calculations for the summary data shown on the one day and
multiple day history screens.

Blood glucose summaries

The calculations used for the blood glucose summaries include readings froma
paired BG meter and manually-entered readings, with the exception that they do
not include control solution records. The calculations do include any HI and LO
readings unless otherwise noted. The multi-day calculations include all days in the
time period.

Summary

. Calculation
item
Row 1 (see page 90)
A BG = Sum of all BG readings
VEREE PN T Total number of BG readings
Note: The sum and the total do not include HI or LO blood
glucose readings.
BGin _ Numberof BGreadings within BG Goal Range <100
Range Total number of BG readings
Number of BG readings above BG Goal Range upper limit
BGs Al = 100
Gs Above Total number of BG readings *
BGs _ Number of BG readings below BG Goal Range lower limitX 100
Below ~ Total number of BG readings
Row 2 (see page 90)
AVE " Number of BG readings
Readings =
Number of days
per Day

Note: Thisappears in the multiple day view only.

Number
of BG = Total number of BG readings in the day (or date range)
Readings

Highest BG = Highest BG reading in the day (or date range)

Lowest BG = Lowest BG reading in the day (or date range)
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12 Understanding PDM and Pod Function

Insulin delivery summaries

Bolus insulin calculations include Bolus Calculator boluses and manually-
calculated boluses. If you cancel an immediate or extended bolus before it
completes, only the amount actually delivered is included in the calculation.

Basal insulin calculations includes insulin delivered according to the active
Basal Program adjusted for periods when a temp basal was running, insulin was
suspended, or there was no active Pod.

When the PDM has not received confirmation from the Pod about actual insulin
delivery, the insulin delivery calculations are estimates based on the scheduled
insulin delivery (see page 97).

For calculations of insulin delivery over multiple days, the number of days in
the time period does not include days in which no insulin (either basal or bolus)
was delivered.

For calculations of total carbohydrates over multiple days, the number of days in
the time period does not include days in which no carbohydrates were entered
into the Bolus Calculator.

Summary item Calculation

Row 3 (see page 90)

Total Insulin = Sum of basal and bolus insulin delivered

Average _ Sum ofbasaland bolus insulin delivered
Total Insulin Number of days

BasalInsulin = Amount of basal insulin delivered

Average _ Amountofbasal insulin delivered
Basal Insulin Number of days

BolusInsulin = Amount of bolus insulin delivered

Average _ Amountofbolus insulin delivered
Bolus Insulin Number of days

Total Carbs = Total grams of carbs entered into the Bolus Calculator

Average  Total grams of carbs entered into the Bolus Calculator
Total Carbs Number of days
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CHAPTER 13
Living with Diabetes

Warning: Ifyou are unable to use the Omnipod DASH System according
to instructions, you may be putting your health and safety at risk. Talk
with your healthcare provider if you have concerns about using the
Omnipod DASH System.

Before deciding on the Omnipod DASH System, you and your healthcare
provider discussed the benefits of the Omnipod DASH 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 DASH System at any time, consult your healthcare
provider immediately.

Daily Activities

To ensure proper Omnipod DASH System operation and your continued
good health, check your infusion site, your PDM messages, and your blood
glucose frequently.

Infusion site checks

Atleast once a day, use the Pod's viewing window to inspect the infusion site.
Check the site for:

«  Leakage or scent of insulin, which may indicate the cannula has dislodged

«  Signs of infection, such as pain, swelling, redness, discharge, or heat
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13 Living with Diabetes

Warnings:

Ifan infusion site shows signs of infection:

« Immediately remove the Pod and apply a new Pod at a different
infusion site.

«  Contactyour healthcare provider. Treat the infection according to
instructions from your healthcare provider.

Ifyou see blood in your 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.

Tip: Consider making infusion site checks a part of your daily routine, like showering
or brushing your teeth.

Check your blood glucose frequently

When you routinely check your blood glucose level, you can identify and treat
high orlowblood glucose before it becomes a problem.

Check your blood glucose:

o  Atleast4to 6 timesa day: when you wake up, before every meal, and before
going to bed

»  Whenever you feel nauseated or sick
o  Beforedrivingacar

«  Whenever your blood glucose has been running unusually high or low; or if
you suspect that your blood glucose is high or low

o  Before, during, and after exercise

+  Asdirected by your healthcare provider
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Prepare for Emergencies

Tip: Ask your healthcare provider to help you develop plans for handling emergency
situations, including what to do if you cannot reach your healthcare provider.

Warning: ALWAYS keep an emergency kit with you to quickly respond to
any diabetes emergency or in the case that your Omnipod DASH System
stops working. Always carry supplies to perform a Pod change should you
need to replace your Pod at any time.

Prepare an emergency kit to keep with you at all times. The kit should include:
o  Several new, sealed Pods

+ Avial of rapid-acting U-100 insulin (see "General Warnings" on page xii for
insulins cleared for use in the Omnipod DASH System)

o Syringes or pens for injecting insulin

«  Blood glucose test strips

« Blood glucose meter

o Ketone test strips

« Lancing device and lancets

»  Glucose tablets or another fast-acting source of carbohydrate
«  Alcohol prep swabs

Instructions from your healthcare provider about how much insulin to inject
if delivery from the Pod is interrupted

o  Asigned letter from your healthcare provider explaining that you need to
carry insulin supplies and the Omnipod DASH System

Phone numbers for your healthcare provider and/or physician in case of
an emergency

Glucagon kit and written instructions for giving an injection if you are
unconscious (see "Avoid Lows, Highs, and DKA" on page 180)

Traveling and Vacations

Itis important that you check your blood glucose more frequently while you are
traveling. Changes in time zones, activity levels, and meal times can all affect your
blood glucose levels.

Proper preparation is important when traveling. The following sections will help
you prepare for your travels.
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13 Living with Diabetes

Keep supplies accessible

On airplanes, trains, and buses, keep these items with you, rather than
checking them:

Personal Diabetes Manager (PDM)

Extra Pods

An emergency kit

Vials of insulin (cargo area temperatures may affect insulin)

A signed letter from your healthcare provider explaining that you need to
carry insulin supplies and the Omnipod DASH System

Prescriptions for all medications
Medications and supplies with their original prescription label

Note: Generic medications may be easier to find than brand names outside
your country.

Snacks and hypoglycemia treatment, in case food is not available
Bottled water (especially on planes) to prevent dehydration

The name and phone number of your physician and of a physician at your
final destination

Note: Keep your emergency kit with you during trips or vacations (see "Prepare
for Emergencies” on page 177). As it may be difficult or impossible to get insulin
or supplies in an unfamiliar place, take more supplies than you think you'll need.

Tip: When you travel outside the country or for long periods of time, be sure to
take extra Pod supplies. Prior to departure, call Customer Care to inquire about
additional Omnipod DASH System supplies for your trip.

Plan for changing time zones

Ifyou're planning a vacation or business trip to a different time zone, you may
need to adjust your Basal Programs. For changes of just a few hours, basal rate
adjustments are minor and easy to calculate. For long-distance travel, however,
figuring out the correct Basal Program can be more challenging. Your healthcare
provider can help with these adjustments.
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Airports and flying

Before traveling by plane, familiarize yourself with the airport's security
procedures and prepare your diabetes supplies for the security process and flight.

Airport security
Prepare for your travel:

»  Airport security checks and screening procedures may change, so review the
airport website and the TSA website for travel updates before your trip.

+  Arriveattheairport 2-3 hours before your flight.

Haveyour insulin management supplies easily accessible to ensure that
airport security checks run smoothly.

Airport security offers the option of requesting a visual inspection of your medical
supplies rather than putting them through the X-ray. You must request this before
the screening process begins. Your medical supplies should be in a separate bag
when you approach the security officer.

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.

Ifyou are concerned about going through the walk-through metal detector, notify
the security officer that you're wearing an insulin pump. You should advise the
security officer that the insulin pump cannot be removed because it is inserted
with a catheter (tubing) under the skin.

Visit the TSA Contact Center if you have any further questions or concerns.

Note: Pods and PDMs can safely pass through airport X-ray machines (see the
"Omnipod DASH System Notice Concerning Interference” on page 197).

Flying and Airplane mode

Warning: The atmospheric pressure in an airplane cabin can change
during flight, which may affect the Pod’s insulin delivery. Check your blood
glucose frequently while flying. If needed, follow your healthcare providers

treatment instructions.

Caution: ALWAYS keep your PDM in Airplane mode to save battery power. If
you turn Airplane mode off, your battery could run out much faster. The PDM
does not require a cellular network connection to communicate with the Pod.

The PDM controls the Pod using Bluetooth wireless technology. Before flying,
check your airline's policy regarding the use of Personal Medical Electronic
Devices that communicate using Bluetooth technology.

179



13 Living with Diabetes

Note: The Omnipod DASH System is safe to use at atmospheric pressures
typically found in airplane cabins during flight. The Omnipod DASH System
can be used at atmospheric pressures as low as 700 hPA, which is lower than the
typical pressure in airplane cabins.

Avoid Lows, Highs, and DKA

Act promptly at the first sign of hypoglycemia, hyperglycemia, or diabetic
ketoacidosis. The easiest and most reliable way to avoid these conditions is to
check your blood glucose often.

General precautions

o  Keep careful records and discuss changes and adjustments with your
healthcare provider.

o  Tellyour healthcare provider if you have extreme highs or lows, or it highs or
lows are occurring more often than usual.

«  Ifyouhave technical problems with your Omnipod DASH System and
cannot resolve them, call Customer Care immediately.

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 level is low, check your blood glucose level to confirm.

Symptoms of hypoglycemia (low blood glucose)

Never ignore the following symptoms, as they could be signs of hypoglycemia:
o  Shakiness

o  Fatigue

+  Unexplained sweating

«  Cold, clammy skin

o Weakness

o  Blurred vision oraheadache

Sudden hunger

« Rapidheartrate

o Confusion
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 Tinglingin thelips or tongue
o Anxiety
o Irritability

Tip: Hypoglycemia unawareness is a condition in which you do not realize when

your blood glucose level is low. If you are prone to hypoglycemia unawareness, you
may want to use the PDM blood glucose reminder and check your blood glucose

more frequently (see "Check BG after Bolus reminders” on page 109).

Tip: Make sure your blood glucose is at least 100 mg/dL before driving 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.

Tip: Even if you cannot check your blood glucose, do NOT wait to treat 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.

Tip: 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 instructions
in your emergency kit and periodically review the procedure with family and friends.

To avoid hypoglycemia (low blood glucose)

«  Work with your healthcare provider to establish individualized BG 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.

+  Teachyour friends, family members, and colleagues to recognize the signs of
hypoglycemia, so they can help if you develop hypoglycemia unawareness or
asevere 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.

Periodically check the expiration date of your glucagon kit to make sure it has
not expired.

Note: Always carry medical identification (such as an emergency wallet card) and
wear an emergency medical necklace or bracelet such as the Medic Alert tag.

Again, frequent blood glucose checks are the key to avoiding potential problems.
Detecting low blood glucose early lets you treat it before it becomes a problem.

Check with your healthcare provider for guidance in any and all areas listed above.
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To treat hypoglycemia (low blood glucose)

Any time your blood glucose is low; treat it immediately according to your
healthcare provider’s instructions. Check your blood glucose 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. Contact your healthcare provider as needed

for guidance.
Possible causes of .
X Suggested action

hypoglycemia
Confirm that the correct Basal Program is active.

Incorrect Basal Program Confirm that the PDM time is set correctly.
Consult your healthcare provider about adjusting
your Basal Programs or using a temp basal.
Take bolus with food.
Check blood glucose before giving a meal bolus. If
necessary; adjust the bolus.

Incorrectbolus timing Check the bolus size and timing.

or bolus too large

Do not overcorrect for post-meal glucose levels.
Check carb intake.
Consult your healthcare provider for guidance.

Incorrect Target BG level

or incorrect

Consult your healthcare provider about refining

Correction Factor these settings as needed.
orincorrect IC Ratio
Prone to severe
hypoglycemia Consult your healthcare provider about
. hypoglycemia unawareness and about raising
or hypoglycemia Target BG levels.
unawareness
Unplanned Consult your healthcare provider about using a

physical activity

temp basal (temporary basal rate).
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Possible causes of

hypoglycemia Suggested action
Adjust insulin delivery as instructed by your
healthcare provider.
Check blood glucose before, during, and after
Prolonged or activity and treat as necessary.
intense exercise Note: Effects of exercise can last several hours—

even a full day—after activity ends.

Consult your healthcare provider about adjusting
your Basal Programs or using a temp basal.

Low carbohydrate intake ~ Checkblood glucose before activity.

prior to activity Consult your healthcare provider for guidance.
Check blood glucose frequently, especially before
Alcohol consumption going to bed.

Consult your healthcare provider for guidance.

Hyperglycemia (high blood glucose)

Pods use rapid-acting insulin, so you have no long-acting insulin in your body. If
an occlusion (interruption of insulin delivery from the Pod) occurs, your blood
glucose can rise rapidly.

Warning: An occlusion may result from a blockage, Pod malfunction, or
from using old or inactive insulin (see "Occlusion detection” on page 194). If
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.

Tip: Hyperglycemia symptoms can be confusing. Always check your blood glucose
before you treat for hyperglycemia.

Symptoms of hyperglycemia (high blood glucose)

Never ignore the following symptoms, as they could be a sign of hyperglycemia:
»  Fatigue

«  Frequent urination, especially during the night

Unusual thirst or hunger

«  Unexplained weight loss

+  Blurredvision

+  Slowhealing of cuts or sores
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To avoid hyperglycemia (high blood glucose)

Check your blood glucose:

Atleast 4-6 times a day (when you wake up, before each meal, and before
going to bed)

Ifyou feel nauseated or sick

Before driving a car

Whenever your blood glucose has been running unusually high or low
Ifyou suspect that your blood glucose is high or low

Before, during, and after exercise

As directed 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 blood glucose level to
drop too far.

1.

Check your blood glucose level. The result will help you to find outhow much
insulin is needed to return your blood glucose to your blood glucose goal.

Ifyour blood glucose is 250 mg/dL or above, check for ketones. If ketones are
present, follow your healthcare provider’s guidelines.

Ifketones are not present, take a correction bolus as prescribed by your
healthcare provider.

Check blood glucose again after 2 hours.
Ifblood glucose levels have not decreased, do both of the following:

« Takeasecond bolus by injection, using a sterile syringe. Ask your
healthcare provider whether to inject the same amount of insulin as in
step 3.

+ Replace the Pod. Use a new vial of insulin to fill the new Pod. Then contact
your healthcare provider for guidance

Ifyou feel nauseated at any point, check for ketones and contact your
healthcare provider immediately (see "Diabetic ketoacidosis (DKA)" on
page 186).

Warning: Ifyou need emergency attention, ask a friend or family
member to take you to the emergency room or call an ambulance. Do
NOT drive yourself.

Investigate possible causes for hyperglycemia to avoid similar problems in the
future (see the following table).
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Possible causes of
hyperglycemia

Suggested action

Expired insulin
o Deactivate and remove the used Pod. Applya new Pod
orinsulinexposedto  filled from a new vial of insulin.

extreme temperatures
Infusion site in or Deactivate and remove the used Pod. Applya new Pod
near a scar or mole in a different location.

Deactivate and remove the used Pod.

Infected infusion site Applyanew Pod in a different location and consult
your healthcare provider.

Deactivate and remove the used Pod.

Applyanew Pod in a different location.

Dislodged cannula
Note: Avoid sites near a waistband, belt, or other areas
where friction may dislodge the cannula.
Deactivate and remove the used Pod.
Empty Pod o .
Applyanew Pod in a different location.
Confirm that the correct Basal Program is active.
Incorrect Confirm that the PDM time is set correctly.
Basal Program Consult your healthcare provider about adjusting
your Basal Programs or using a temp basal.
Check carb intake.
Incorrect Take bolus with food.
bolus timing Check blood glucose before giving meal bolus. If
or bolus too small necessary; adjust bolus.
Consult your healthcare provider for guidance.
Calculate protein/fat intake and account for it in your
High-protein or bolus timing and bolus type.
high-fat meal Consult your healthcare provider about using the
extended bolus option.
Less activity Consult your healthcare provider about adjusting
than normal your Basal Programs or using a temp basal.
Blood glucose Do not exercise when ketones are present.
value greater than Note: Blood glucose increases with exercise when
250 mg/dL (with k
ke etones are present.
etones present)

before exercise Consult your healthcare provider for guidance.
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Possible causes of

hyperglycemia Suggested action
Infection or illness See "Sick days" on page 187.

I Consult your healthcare provider about sick day
or medication change ot o

guidelines and about medication changes.

Weightloss or gain
or menstrual cycle Consult your healthcare provider for guidance.
or pregnancy

Diabetic ketoacidosis (DKA)

Pods use rapid-acting insulin, so you have no long-acting insulin in your body. If
insulin delivery from the Pod is interrupted (an occlusion), your blood glucose
can rise rapidly and lead to diabetic ketoacidosis (DKA). DKA is a serious—but
preventable—emergency that can occur if you ignore high blood glucose levels.

Warnings:

Ifleft untreated, DKA can cause breathing difficulties, shock, coma, and
eventually death.

Ifyou need emergency attention, ask a friend or family member to take you
to the emergency room or call an ambulance. Do not drive yourself.

Symptoms of DKA

«  Nausea and vomiting
»  Abdominal pain

«  Dehydration

o  Fruity-smelling breath
«  Dryskin or tongue

o Drowsiness

« Rapidpulse

«  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.

Toavoid DKA

The easiest and most reliable way to avoid DKA is by checking your blood glucose
atleast 4-6 times a day. Routine checks allow you to identify and treat high blood
glucose before DKA develops.
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Totreat DKA

Once you have begun treatment for high blood glucose, check for ketones.
Check for ketones any time your blood glucose is 250 mg/dL or above.

o Ifketonesare negative or trace, continue treating for high blood glucose.

o Ifketonesare positive and you are feeling nauseated or ill, immediately
contact your healthcare provider for guidance.

 Ifketonesare positive but you are not feeling nauseated or ill, replace the Pod,
using a new vial of insulin.

»  Checkblood glucose again after 2 hours. If blood glucose level has not
declined, immediately contact your healthcare provider for guidance.

Handling Special Situations

Sick days

Any physical stress can cause your blood glucose to rise, and illness is a physical
stress. Your healthcare provider can help you make a plan for sick days. The
following are only general guidelines.

When you are ill, check your blood glucose more often to avoid DKA. The
symptoms of DKA are much like those of the flu. Before assuming you have the
flu, check your blood glucose to rule out DKA (see "Diabetic ketoacidosis (DKA)"
on page 186).

To handle sick days:

o  Treat the 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. Contact
your healthcare provider for suggested basal rate adjustments during
sick days.

+  Checkyour blood glucose every 2 hours and keep careful records of results.
o  Check for ketones when blood glucose is 250 mg/dL or higher.

Followyour healthcare provider’s guidelines for taking additional insulin on
sick days.

o  Drinkplenty of fluids to avoid dehydration.
«  Contact your healthcare provider if symptoms persist.
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Exercising, playing sports, or working hard

Check your 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, if the Pod is in a location where it is likely to be
knocked off, consider removing the Pod and placing a new one ina more
protected location.

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
aPod that has been removed.

Tip: If possible, plan removal times to coincide with a scheduled Pod replacement.

Ifyou will need to remove the Pod for more than one hour, ask your healthcare
provider to recommend appropriate guidelines.

X-rays, MRls, and CT scans

The Pod and PDM can tolerate common electromagnetic and electrostatic fields,
including airport security and cellular phones.

Warning: The Pod and PDM may be affected by strong radiation or
magnetic fields. Before having an X-ray, MRI, or CT scan (or any similar
test or procedure), remove and dispose of your Pod and place your PDM
outside the treatment area. Check with your healthcare provider on Pod
removal guidelines.

Surgery or hospitalization

For scheduled surgeries or hospitalization, you should tell the physician/surgeon
or hospital staff about your 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.
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Troubleshooting PDM Startup

While unlikely to happen with normal use, certain button press combinations
during PDM startup can cause the PDM to display Boot Mode or Safe Mode.

Even when the PDM is in Boot Mode, the Pod continues delivering insulin
according to the instructions it was given. Safe Mode does not affect PDM or
Pod functionality.

Return to normal PDM operation as follows:
Boot Mode
Ifyour PDM screen displays, “Select Boot Mode", then do the following:

1. Pressthe Sound/Vibrate UP (VOLUME_UP) button as needed to move the
arrow (<<==) until it points to [Recovery Mode]. Then, press the Sound/
Vibrate DOWN (VOLUME_DOWN) button to select [Recovery Mode].

Caution: Do not select the [Fastboot Mode] because it will stop the PDM
from responding. If the PDM stops responding, contact Customer Care.

2. From the Android Recovery screen, press the Sound/Vibrate (VOLUME _
UP/VOLUME_DOWN) button to highlight Reboot system now. Then,
press the Power button to select it.

The PDM restarts.
Safe Mode

Ifyour PDM screen displays, “Safe Mode” in the lower left corner, then restart the
PDM and remove the “Safe Mode” text from the screen as follows:

1. Pressand hold the Power Button, then tap Power off.
2. Tap OKto confirm.
3. Pressand hold the Power button to turn the PDM back on.
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Summary of Settings and Options

The options for the various Omnipod DASH Insulin Management System

settings are:
Time format 12-hour or 24-hour clock.
Time zones GMT-11:00 to GMT+13.00.
Date format MM/DD/YY
DD/MM/YY
MM.DD.YY
DD.MM.YY
YY-MM-DD
Screen time-out 30, 60, 120 seconds. Default is 30 seconds.
PIN 4 digitsfrom 0to 9.
Maximum Basal Rate 0.05-30 U/hr. Default is 3.00 U/hr.
Basal rate Units/hr. Range: 0 U/hr to Maximum Basal Rate in
0.05 U/hr increments.
Basal Programs Maximum of 12.
Basal rate segments 24 per Basal Program.
Temp basal %, units/hr, or Off. Default is Off.
Duration: 30 min to 12 hrs in 30-min increments.
Temp basal (set to %) Range: 100% decrease (0 U/hr) to 95% increase from current
basal rate in 5% increments. Cannot exceed Maximum
Basal Rate.
Temp basal (setto U/hr) ~ Range: 0 U/hr to Maximum Basal Rate in increments of
0.05U/hr.
Temp basal presets Maximum of 12.
BG Goal Range forblood ~ Lower and upper limits: 70 to 200 mg/dL in
glucose history 1 mg/dL increments.
BG reminder On or Oft. Default is Off.
Maximum of 4 active at one time.
Reminder can occur between 30 min to 4 hrs after bolus is
started. Set in 30-minute increments.
Custom reminder Maximum of 4. Set to Daily, One time only, Oft.
Bolus Calculator On or Off. Default is On.
Target BG value Maximum of 8 segments; 70 to 200 mg/dL in
1 mg/dL increments.
Correct Above threshold =~ Maximum of 8 segments; Target BG to 200 mg/dL in
1 mg/dL increments.
Minimum BGforCales  50to 70 mg/dL in 1 mg/dL increments
Defaultis 70 mg/dL.

Insulin-to-carb (IC) ratio

Maximum of 8 segments; 1 to 150 g carb/U in
0.1 g carb/U increments.
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Correction Maximum of 8 segments; 1 to 400 mg/dL in
(sensitivity) factor 1 mg/dL increments. Default is 50 mg/dL.
Reverse Correction On or Off. Default is On.
Duration ofinsulinaction 2 to 6 hours in 30-minute increments. Default is 4 hours.
Maximum Bolus size 0.05-30U.
Extended bolus %, Units, or Off. Defaultis Off.

30 minutes to 8 hours in 30-minute increments.
Bolus preset Maximum of 7. Cannot exceed the Maximum Bolus.
MY FOODS list Maximum of 50 items.
Custom foods Range: 0-225 g carbohydrates.
Suspend 30 minutes to 2 hours.
Low reservoir 10 to 50 units in 1-unit increments. Default is 10.0 U.
volume advisory
Pod expiration notification 1to 24 hoursin 1-hour increments. Default is 4 hours.
Auto-off timer Oft, or 1 to 24 hours in 1-hour increments. Default is Off.
History screen display Rolling 90-day period.
Language English, Spanish. Default is English.

Pod Specifications

Size: 1.53” wide x 2.05” long x 0.57” high (3.9cm x 5.2cm x 1.45cm)
Weight (without insulin): 0.92 0z (26 grams)
Operating temperature range: Pod operating environment of 41°F to 104°F
(5°Ct040°C).
Note: The Pod temperature equilibrates from 73°F to 98.6°F (23°C to 37°C) when
worn on the body.

Startup temperature: above 50°F (10°C)

Storage temperature range: 32°F to 86°F (0°C to 30°C)

Warm-up time (0°C to 20°C): 7 minutes

Cooldown time: No time is required for cooldown from maximum storage temperature
(30°C) to operating temperature.

Reservoir volume (deliverable): 200 units

Cannula insertion depth: 0.16-0.28 in (4-7 mm)

Depth of insulin infusion: > 0.16 in (4 mm)

Waterproof rating: IP28 (25 feet (7.6 meters) for up to 60 minutes)
Insulin concentration: U-100

Alarm type: Audible. Output: > 45 db(A) at 1 meter

Sterilizing agent: sterilized using ethylene oxide
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Operating relative humidity range: 20 to 85%, non-condensing
Storage relative humidity range: 20 to 85%, non-condensing
Operating atmospheric pressure: 700 hPA to 1060 hPA

Storage atmospheric pressure: 700 hPA to 1060 hPA
Non-pyrogenic: Fluid pathway only

Type BF applied part: Protection from electrical shock
Maximum infusion pressure: 35 psi

Maximum volume infused under single fault conditions: 0.5 U

Flow Capability:

Prime rate: 0.05 unit per second

Basal: Programmable by the user in 0.05U increments up to 30.0 U per hour

Bolus Rate: 1.5 units per minute. Dose range from 0.05 to 30.0 units
Delivery accuracy (tested per IEC 60601-2-24):

Basal: + 5% atrates>0.05 U/hr

Bolus: + 5% for amounts > 1.0 unit

+0.05 units for amounts < 1.0 unit

Note: The user should consider bolus dose accuracy when setting a bolus dose. When
using the lowest bolus dose allowable (0.05 units), the actual bolus delivered may be as low
as 0.00 units or as high as 0.10 units.

Accuracy test results: 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 0.5 pl/h
(which delivers 0.05 U/h of U-100 insulin) at a high operating temperature. The overall
mean percentage flow error was 1.40%.
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PDM Specifications

Size: 2.52” widex4.79” long x 0.39” high (6.4cm x 12.2cm x 1.0cm)
Weight: 3.74 0z (106 grams)

Screenactive area: 4.0" diagonal + 5% (10.2 cm + 5%)

Operating temperature range: 41°F to 104°F (5°C to 40°C)
Charging temperature range: 41°F to 104°F (5°C to 40°C)
Storage temperature range: 32°F to 86°F (0°C to 30°C)
Operating relative humidity range: 20% to 90%, non-condensing
Storage relative humidity range: 20% to 90%, non-condensing
Operating atmospheric pressure: 700 hPA to 1060 hPA

Storage atmospheric pressure: 700 hPA to 1060 hPA
Communication distance: The PDM and Pod should be

o Atstartup: Adjacent and touching, either in or out of tray, to ensure proper
communication during priming.

o During normal operation: Within 5 feet (1.5 m) of each other. Depending on the
location, the communication distance may handle separations up to 50 feet (15 meters)
away.

Waterproof rating: IP22 when used with outer case (avoid liquid)

Note: The IP22 rating applies ONLY when your PDM is used with the provided
outer case (gel skin). The risk of water ingress into the PDM is greater without

the outer case. Contact Customer Care about purchasing additional outer cases,
ifneeded.

Alarm type: Audible. Output: > 45 db(A) at 1 meter
Notification type: Audible and vibratory
PDM Service Life: 5 years

Batterylife: Full charge covers approximately 1.5 days of typical use after 2 years of

typical use

Battery charger operating line voltage: 100 to 240 VAC, 50/60 Hz
Use only the Insulet-provided charger to charge your PDM. Using unapproved
chargers can cause the battery to explode or damage the PDM and may void
the warranty.

Battery charger service life: 10,000 operating hours
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Protection from Over-infusion or Under-infusion

The Pod software monitors the infusion rate. If an error that would result in over-
or under-infusion is detected and cannot be corrected, insulin delivery stops, and
an alarm sounds.

Occlusion detection

An occlusion is a blockage or interruption in insulin delivery from the Pod. If
the Omnipod DASH System detects an occlusion, it sounds a hazard alarm and
prompts you to deactivate and change your Pod.

An occlusion hazard alarm sounds when an average of 3 units to 5 units of missed
insulin occurs. The following table depicts occlusion detection for three different
situations when using U-100 insulin. For example, if the Pod's cannula becomes
occluded when delivering a 5 U bolus, 35 minutes may pass before the Pod sounds

ahazard alarm.
Time between occlusion and Pod alarm
Typical time Maximum time
5.00 Ubolus 33 minutes 35 minutes
1.00 U/hr basal 3.0hr 5.5hr
0.05 U/hr basal 51hr 80 hr (Pod expiration)

Ifan occlusion spontaneously clears up, a volume of insulin could be released.
That volume would not exceed the volume of the programmed insulin intended
for delivery.

Ifan occlusion is detected during an immediate bolus, the Pod sounds a hazard
alarm at the conclusion of the immediate bolus.

Warning: Atverylow basal flow rates, checking your blood glucose
frequently may give you an early indication of an occlusion. Occlusions can
result in hyperglycemia.
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Omnipod DASH System Label Symbols Glossary

The following symbols appear on the Omnipod DASH System or its packaging:

Symbol  Meaning Symbol  Meaning
Compatible with (D Relertomstiuction
® Do not re-use @ MR unsafe
&I Date of manufacture “ Manufacturer
Country of Manufacture Country of
(¥ s\_/AiI — United States of @ Manufacture -
America Malaysia
Country of Manufacture Sterilized using
@ —China ethylene oxide
LoT Batch code T Keep dry
g Use-by date y d Temperature limit
Atmospheric e e
@ pressure limitation @ Humidity limitation
[sN] Serial number Catalogue number
Discard 'electri.cal and Do not use if package is
E electronic equipment @ damaged and consult
separately from instructions for use
standard waste.
@ Importer ﬂ Type BF applied part
Non-pyrogenic . .
% fluid path (3 Marking of conformity
. . UK UK Conformity
Medical device cA Assessed
Charging cable v Charging adapter
@ Fill Syringe and D Pod
Q Needle Assembly _

cH [ReP | Switzerland Authorized Compatible with U-100
INSULIN

Representative insulin only
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Protects persons against

Protects persons against access to hazardous
access to%azardougs parts partswith ﬁpgers apd
with fingers and protects If) rot.ects eﬁgm@t solid
IP22  againstsolid foreign 1P28 oreign object INgress
. > of diameter 12.5 mm or
object ingress of diameter cater Submersible:
12.5mm or greater; %r\faterp’roof to '
avoid liquid 7.6 meters (25 feet) for
up to 60 minutes
Federal Communication fe?[lrtilc?[rslztﬁiesdgglii?:o
FCCID:  Commission Identifier =~ Rx ONLY sale by or on the order
with number ofa physician
Complies with ISED Hardware version
IC: Canada Radio Standards HVIN: . A
P identification number
Specifications
Authorized Consult instructions
representative in the I:E for use or consult
European Community/ electronic instructions
European Union for use
7 . Single sterile
" -‘ Recycling O barrier system
& Australian Regulatory fl' ) Single patient
Compliance Mark N multiple use
5) Toll free number (‘@ Local number
‘yg Email address PDM battery
Omnipod® carry case ’ PDM skin
ETL CLASSIFIED Intertek
PDM A qll s Authorized Product
Intertek Certiﬁcation Mar k
. <>{5] (France)Packaging
Non-sterile .4 H intended for recycling
(France) This product (France) This
Q\ must be separated from @ pictogram means that
~ conventional perforating the product containsa
DASTRI for recycling. piercing object.
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(France) Electronic
perforating waste must g;;iﬁuggfﬂzzzzre
be stored in the secure ina DASTRI nlée e
DASTRI purple box. &
box. These needle
These purple boxesare boxes are distributed b
distributed free of charge . Y
) : pharmacies.
in pharmacies.
(France) All pharmacies (France) The Triman
o distribute and collect < indicates that the

[?%] DASTRI needle boxes @’. product must be
free of charge from self- sorted or returned toa
treatment patients. collection point.

Omnipod DASH System Notice Concerning Interference

The Omnipod DASH Insulin Management System (both the Pod and the PDM)
complies with Part 15 of the Federal Communications Commission (FCC) Rules.
Operation is subject to the following two conditions:

1. These devices may not cause harmful interference.

2. These devices must accept any interference received, including interference
that may cause undesirable operation.

Caution: Changes or modifications not expressly approved by Insulet
Corporation could void the user’s authority to operate the equipment.

Both the Pod and the PDM generate, use, and can radiate radio frequency
energy; and may cause harmful interference to radio communications of other
devices. There are no guarantees that interference will not occur in a particular
installation. If the Omnipod DASH System does cause harmful interference to
radio and television reception, the interference may be corrected by one of the
following measures:

«  Move or relocate the Omnipod DASH System.

o Increase the distance between the Omnipod DASH System and the other
device that is emitting or receiving interference.
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Electromagnetic Compatibility

The information contained in this section (such as separation distances) is, in
general, specifically written with regard to the Omnipod DASH System. The
numbers provided will not guarantee faultless operation but should provide
reasonable assurance of such. This information 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 put into
service according to the EMC information provided in this document and the
instructions for use. If the Omnipod DASH System fails due to electromagnetic
disturbances, you may need to replaceit.

Portable and mobile radio frequency (RF) communications equipment can affect
the function of medical electrical equipment.

Caution: Cables and accessories not specified within the instructions for use
are not authorized. Using other cables or accessories may adversely impact
safety, performance, and electromagnetic compatibility (increased emission and
decreased immunity).

Care should be taken if the Omnipod DASH System is used adjacent to other
electrical equipment; if adjacent use is inevitable, such as in work environments,
the Omnipod DASH System should be observed to verify normal operation in
this setting.

The Omnipod DASH System communicates by low level RF energy. As with
all RF receivers, the potential for disturbance exists, even with equipment that
complies with FCC and CISPR emissions requirements.

The Omnipod DASH System communicates with the following characteristics:

Frequency: 2.402-2.480 GHz, digitally modulated, with an effective radiated
power of 0.89 mW

The Omnipod DASH System complies with the immunity
requirements of the general standard for electromagnetic compatibility,
[EC60601-1-2:2014+AMD1:2020.

The Omnipod DASH System has demonstrated immunity to both
radio-frequency identification (RFID) systems and Electronic Article
Surveillance (EAS) systems. Testing has been performed in accordance
with AIM 7351731 to demonstrate this immunity.

Caution: Portable RF communications equipment (including peripherals such

as antenna cables and external antennas) should be used no closer than 12 inches
(30 cm) to any part of the Omnipod DASH System. Otherwise, degradation of the
performance of this equipment could result.
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Electromagnetic Emissions

This equipment is intended for use in the electromagnetic environment specified below. The
user of this equipment should assure that is used in such an environment.

Emissions Emissions Electromagnetic environment

according to
RF Emissions Group 1 The Pod, Controller, and Transmitter emit
(CISPR11) low-level electromagnetic energy (RF) in order

to communicate. Although unlikely, nearby
electronic equipment may be affected.
CISPRB Class B The System is suitable for use in all
Emissions establishments, including domestic
Classification establishments.
Harmonic Class A
Emissions
(IEC 61000-3-2)
Voltage P.<1.0
Fluctuations/ P, <0.65
Flicker Emissions
< 0,

(IEC 61000-3-3) de=33%

e <4%

dy =200 msduringa

voltage change should

be<3%

199



Appendix

Electromagnetic Immunity

The System is intended for use in the electromagnetic environment specified below. You
should observe these requirements in the use of the System.

Immunity IEC60601-1-2 Compliancelevel | Electromagnetic
against testlevel (of this device) environment
ElectroStatic contactdischarge: | contactdischarge:  |Iffloors are covered with
Discharge, ESD  |+8kV +8kV synthetic material, try
(IEC61000-4-2) |,ir discharge: +2kV, |air discharge: +2kV, |t avoid electrostatic
+4KV, 8KV, +15kV | +4kV, +8 KV, +15kV | discharges.
Radiated RF 10V/mat 10V/mat Suitable for most
(IEC61000-4-3) [80MHz-2.7GHz [80MHz-2.7GHz |environments.
Keep portable RF
communications
equipment atleast 12 inches
(30 cm) away from the
Omnipod DASH" System.
Proximity fields  |450,810,930,1720, |450,810,930, 1720,
from RF wireless | 1845,1970,and 2450 | 1845, 1970, and 2450
communications | MHzat28V/m MHzat28 V/m
equipment
385MHzat27 V/m |385MHzat27 V/m
710,745,780,5240, |710,745,780, 5240,
5500, 5500,
5785MHzat9V/m |5785MHzat9V/m
Electrical Fast +2kV power +2kV power Mains power quality should
Transient/burst | supplyline supply line be that of a typical domestic,
(IEC61000-4-4) |4+1KkV input/output |+ 1KV input/output commercial, or hospital
lines lines environment.
Surge +1kV differential |+ 1kV differential | Mains power quality should
(IEC61000-4-5) |mode mode be that of a typical domestic,
+2kV common +2kV common commercial, or hospital
mode mode environment.
Conducted 3Vrms 150 KHz- 3Vrms 150 KHz- Suitable for most
Disturbances 80 MHz 80 MHz environments.
induced by 6VrmsinISMand |6VrmsinISMand | Keep port.abI.e RF
REF fields amateur radio bands |amateur radio bands | communications
(IEC61000-4-6) |between 150 KHz |between 150 KHz | equipmentatleast 12 inches
and 80 MHz and 80 MHz (30 cm) away from the
Omnipod DASH" System.
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Electromagnetic Immunity

Power frequency |30 A/m 400 A/m Suitable for most
magnetic fields environments.
50/60 Hz Magnetic field.
(IEC 61000-4-8)
Voltage 70% UT (30% dipin |70% UT (30% dipin | Mains power quality
Dips, Short UT) for 25 cycles UT) for 25 cycles should be that of a typical
Interruptions, 0% UT (100%dip  |0%UT (100%dip ~|domestic, commercial, or
Voltage Variations |in UT) for 1 cydeat |inUT)for1cydeat hospital environment. If
on Power Supply o degrees 0 degrees the user requires continued
inputlines . . . | operation during power

0% UT (100% dip in | 0% UT (100% dip in o o
(IEC61000-4-11) UT) for 0.5 cycleat 0, | UT) for 0.5 cycle at0, mam; mterruptlo?, it

45,90,135, 180,225, |45,90, 135,180,225, | M - PEsie) B E

270and 315 degrees |270and 315 degrees an uninterruptible power

o "~ |supplyorabattery.

0% UT (100% dipin | 0% UT (100% dip in

UT)for250cycles | UT) for 250 cycles
Proximity 30kHzat8 A/m, 30kHzat8 A/m, RFID equipment should be
Magnetic Fields |134.2kHzat65 134.2kHzat 65 used no closer to any part of
(IEC61000-4-39) |A/m,13.56 MHz A/m, 13.56 MHz the device, including cables,

at7.5A/m at7.5A/m than the recommended

15 cm separation distance.

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected
by absorption and reflections from structures, objects, and people.

* 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.
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Customer's Bill of Rights

Mission Statement

Insulet Corporation is dedicated to designing, developing, and distributing
products that provide superior treatment options and lifelong health benefits for
people with diabetes.

Scope of Services

Insulet Corporations scope of services is limited to providing the

Omnipod DASH Insulin Management System. The Omnipod DASH System
consists of the Pod and the handheld, wireless Personal Diabetes Manager (PDM),
which programs the Pod with insulin delivery instructions.

Compliance

The Omnipod DASH Insulin Management System is manufactured and
distributed by Insulet Corporation. The company is committed to complying with
all federal and state regulations. If you have any questions or concerns regarding
any of our activities, please contact us at 1-800-591-3455 (from outside the United
States, 1-978-600-7850).

Inquiries

Representatives are available to answer product-related inquiries 24 hours per
day at our toll free number, 1-800-591-3455 (from outside the United States,
1-978-600-7850). For all other questions, concerns, or complaints, please contact
us between the hours of 8:30am and 6:00pm Eastern Time, Monday through
Friday, at 1-800-591-3455 (from outside the United States, 1-978-600-7850). We
will respond immediately whenever possible; some issues may take up to 14 days
to resolve.

CHAP Accredited

Insulet Corporation has been accredited by the Community Health Accreditation
Program (CHAP) since 2007. To learn more about CHAP or to communicate
concerns that you have been unable to resolve directly with the company; please
visit www.chapinc.org or call CHAP at 1-800-656-9656.

Customer's Bill of Rights and Responsibilities
You have the right to:
1. Receive considerate and respectful service.

2. Receive service without regard to race, creed, national origin, sex, age,
disability, sexual orientation, illness, or religious affiliation.

3. Expect confidentiality of all information pertaining to you, your medical care
and service. Please review our HIPA A Privacy Notice later in this section.

4. Receive atimely response to your request for service.

202



Appendix

Receive continued service.
Select the medical equipment supplier of your choice.
Make informed decisions regarding your care planning.

Understand what services will be provided to you.

o o N N WU

Obtain an explanation of charges, including policy for payment.

10. Agree to or refuse any part of the plan of service or plan of care.

11. Voice complaints without fear of termination of service or other reprisals.
12. Have your communication needs met.

You have the responsibility to:

1. Askquestions about any part of the plan of service or plan of care that you do
not understand.

2. Usethe equipment for the purpose for which it was prescribed, following
instructions provided for use, handling care, safety and cleaning.

3. Supply Insulet Corporation with insurance information necessary to obtain
payment for services.

4. Beaccountable for charges not covered by your insurance. You are
responsible for settlement in full of your account.

5. Notify us immediately of:
a. Equipment failure, damage or need of supplies.
b. Any change in your prescription or physician.
¢. Any change orloss in insurance coverage.

d. Any change of address or telephone number, whether permanent
or temporary.
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Limited Express Warranty, Disclaimer, and Limitation of
Remedies for the PDM and Pods

LIMITED EXPRESS WARRANTY, DISCLAIMER OF IMPLIED WARRANTIES AND LIMITATION
OF REMEDIES FOR THE Omnipod DASH INSULIN MANAGEMENT SYSTEM PERSONAL
DIABETES MANAGER AND PODS (United States of America)

LIMITED EXPRESS WARRANTY COVERAGE

Limited Warranty Coverage for the Omnipod DASH System Personal
Diabetes Manager

Subject to the terms and conditions stated herein (“Limited Express Warranty”), Insulet
Corporation warrants to you, the original purchaser of the Omnipod DASH Insulin
Management System (“Omnipod DASH Systen”), that, if Insulet Corporation determines,
during the period of four (4) years from the date of purchase, that the Omnipod DASH System
Personal Diabetes Manager (“PDM”) included in your shipment manifests a defect in material
or workmanship while utilized under normal use and conditions, Insulet Corporation will
either repair or replace, at its sole option, the PDM. If Insulet Corporation chooses to repair
the PDM, Insulet Corporation may choose to do so by implementing a software update,
including an over-the-air software update, without further notice to the original purchaser. If
Insulet Corporation chooses to replace the PDM, Insulet Corporation may choose to do so by
replacing the PDM with an updated PDM.

This four-year (4) warranty period applies only to new PDMs, and in the event the PDM

is repaired or replaced, the warranty period shall not be extended or reset. Thus, if Insulet
Corporation replaces a PDM under this Limited Express Warranty, the warranty coverage for
the replacement PDM shall expire four (4) years from the date of purchase of the original PDM.

Limited Warranty Coverage for the Omnipod DASH System Pods

Subject to this Limited Express Warranty, Insulet Corporation warrants to you, the original
purchaser of the Omnipod DASH System, that, if Insulet Corporation determines, during the
period of twenty-four (24) months from the date of manufacture and seventy-two (72) hours
from the time of activation, that an unexpired Omnipod DASH System Pod (“Pod”) included
in your shipment manifests a defect in material or workmanship while utilized under normal
use and conditions, Insulet Corporation will replace the Pod. To be eligible for replacement,
the activation of the Pod must fall within both time periods (i.e. the activation must occur on or
before the expiration date printed on the label with a manufacture date no more than twenty-
four (24) months before, and within seventy-two (72) hours of the time that you notify Insulet
Corporation of the claim).

This twenty-four (24) month and seventy-two (72) hour warranty period applies only to new
Pods, and in the event a Pod is replaced, the warranty period shall not be extended or reset.
Thus, if Insulet Corporation replaces a Pod under this Limited Express Warranty, the warranty
coverage for the replacement Pod shall expire either twenty-four (24) months from the
manufacture date of the original Pod or seventy-two (72) hours from the time of activation of
the original Pod, whichever occurs first.

LIMITED EXPRESS WARRANTY TERMS AND CONDITIONS
Claim Procedure

To be eligible for this Limited Express Warranty, you must notify Insulet Corporation of the
claimed defect with the PDM or the Pod within the applicable warranty periods by calling
Customer Care at 1-800-591-3455 (from outside the USA: 1-978-600-7850). For a claim
involving the PDM, you must provide the PDM serial number and a description of the claimed
defect. For a claim involving a Pod, you must provide the Pod lot number and a description of
the claimed defect. You may also be required to verify the date of purchase of the PDM and/or
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the Pod, the manufacture date of the Pod, and the time of activation of the Pod. Your failure to
follow any of the above steps may result in the denial of coverage under this Limited Express
Warranty. Unless Insulet Corporation elects to repair the PDM (which may include, but is
not limited to, a repair kit, replacement part(s) Insulet Corporation may provide, or an over-
the-air software update) or refers you to a third party, you must obtain a prior authorization
and return the PDM or the Pod to Insulet Corporation. The PDM or Pod must be properly
packaged and returned to Insulet Corporation according to the instructions provided in

the Return Merchandise Authorization, or RMA, Kit. With a prior authorization, Insulet
Corporation will pay all reasonable freight and transportation charges, where applicable,
incurred in shipping the PDM or Pod to Insulet Corporation under this Limited Express
Warranty. For the avoidance of doubt, this Limited Express Warranty does not cover repairs
performed or replacements provided by any person or entity other than Insulet Corporation,
except those performed or provided by third parties to which you were explicitly referred by
Insulet Corporation.

Proof of Purchase

In order to verify the date of purchase, the date of manufacture, or the time of activation

and to determine if the claim under this Limited Express Warranty is within the applicable
warranty periods, Insulet Corporation may require that you provide a valid proof of purchase,
manufacture or activation. Your failure to provide a valid proof of purchase, manufacture or
activation, as determined by Insulet Corporation, may result in the denial of coverage under
this Limited Express Warranty.

Exclusions

This Limited Express Warranty covers only the original purchaser and cannot be transferred
or assigned with the sale, rental, or other transfer of the PDM or of the Pod to any other person
or entity.

This Limited Express Warranty will apply only if the PDM or the Pod at issue has been used in
accordance with the Omnipod DASH System User Guide and/or other written instructions
provided by Insulet Corporation. THIS LIMITED EXPRESS WARRANTY DOESNOT
APPLY IF THE PDM OR THE POD HAVE BEEN:

o Altered, changed or modified by any person or entity other than Insulet Corporation;
o Opened, serviced or repaired by any person or entity other than Insulet Corporation;
o Damaged by an act of God or other “force majeure” like event;

o Damaged by misuse, abuse, negligence, accident, unreasonable use, or improper
handling, care, or storage; or

o Damaged by wear and tear, causes unrelated to defective materials or workmanship or
other circumstances outside of the reasonable control of Insulet Corporation.

This Limited Express Warranty does not apply to test strips, batteries that are not provided by
Insulet Corporation, other accessories, or related products provided by third parties (e.g., data
management tools, CGMs).

This Limited Express Warranty does not extend to design defects (i.e. claims that the PDM or
the Pod should have been designed in a different way).

DISCLAIMER OF IMPLIED WARRANTIES AND LIMITATION OF REMEDIES

REPAIR ORREPLACEMENT AS PROVIDED UNDER THE ABOVE LIMITED EXPRESS
WARRANTY OF THE PDM OR THE POD IS YOUR EXCLUSIVE REMEDY AND THE
ENTIRE OBLIGATION OF INSULET CORPORATION. THIS EXCLUSIVE REMEDY
SHALLNOT BE DEEMED TO HAVE FAILED ITS ESSENTIAL PURPOSE SO LONG AS
INSULET CORPORATION IS WILLING AND ABLE TO REPAIR OR REPLACE A PDM
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OR A POD WITH DEFECTS IN MATERIALS OR WORKMANSHIP IN THE MANNER
PRESCRIBED BY THE ABOVE LIMITED EXPRESS WARRANTY.

ANY IMPLIED WARRANTIES, INCLUDING WARRANTIES OF MERCHANTABILITY
AND FITNESS FOR A PARTICULAR PURPOSE, ARE EXPRESSLY DISCLAIMED.

INNO EVENT SHALL INSULET CORPORATION, ITS SUPPLIERS, DISTRIBUTORS,
SERVICE PROVIDERS, AND/OR AGENTS BE LIABLE FOR INDIRECT, SPECIAL,
INCIDENTAL, OR CONSEQUENTIAL DAMAGES CAUSED BY A DEFECT INTHE
PDM OR A POD ORBY A BREACH OF THE ABOVE LIMITED EXPRESS WARRANTY,
WHETHER SUCH CLAIM IS BASED IN WARRANTY, CONTRACT, TORT,

OR OTHERWISE.

Important Additional Provisions

INSULET CORPORATION DOES NOT WARRANT THE SUITABILITY OF THE
PDM, THE POD, OR THE Omnipod DASH SYSTEM FOR ANY SPECIFIC PERSON AS
HEALTH CARE AND TREATMENT ARE COMPLEX SUBJECTS REQUIRING THE
SERVICES OF QUALIFIED HEALTH CARE PROVIDERS.

The above Limited Express Warranty gives you specific legal rights, and you may also have
other rights which vary by jurisdiction. The above Limited Express Warranty applies only to
PDMs and the Pods that were originally sold for use in the United States of America.

Note that some jurisdictions do not allow the exclusion of implied warranties or the limitation
of indirect, special, incidental, or consequential damages, so the above exclusions or limitations
may notapply to you. INSULET CORPORATION’S LIABILITY IN SUCH JURISDICTIONS
SHALL BE LIMITED TO THE MAXIMUM EXTENT PERMITTED BY LAW. SUCH
LIMITATIONS SHALL INCLUDE BUT ARE NOT LIMITED TO THE FOLLOWING:
ANY IMPLIED WARRANTIES THAT CANNOT BE DISCLAIMED UNDER THE LAW
OF A PARTICULAR JURISDICTION ARE LIMITED, TO THE EXTENT ALLOWED

BY LAW, TO THE TIME PERIOD COVERED BY THE ABOVE LIMITED EXPRESS
WARRANTY, OR TO THE APPLICABLE TIME PERIOD PROVIDED BY LAW,
WHICHEVER PERIOD IS SHORTER.

No Other Warranty or Agreement

Unless modified in writing and signed by both Insulet Corporation and you, the foregoing
Limited Express Warranty is understood to be the complete and exclusive understanding
between Insulet Corporation and you, superseding all prior warranties and agreements, oral
or written, and all other communications relating to any defect in, failure or other malfunction
inaPDM, a Pod, or an Omnipod DASH System. No employee, agent or other representative
of Insulet Corporation, or any other party is authorized to make any product warranty or
agreement applicable to a PDM, a Pod, or an Omnipod DASH System in addition to those
made in the foregoing.

Consent to Disclaimer of Implied Warranties and the Limitation of Remedies

Ifyou do not consent to and instead wish to reject the Disclaimer of Implied Warranties and
the Limitation of Remedies included with the Omnipod DASH System, please return any
Omnipod DASH System products (including any PDM and Pods) to Insulet Corporation
in exchange for a full refund. Failure to return such Omnipod DASH System products shall
constitute acknowledgement of and consent to the Disclaimer of Implied Warranties and the
Limitation of Remedies.

Rev: January 15,2018
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HIPAA Privacy Notice

This notice describes how medical information about you may be used and disclosed and how
you can get access to this information. Please review it carefully.

This notice of privacy practices (the “HIPAA Privacy Notice”) describes how we may use and
disclose your Medical Information to carry out treatment, payment or health care operations
and for other purposes that are permitted or required by law, including by the Health Insurance
Portability and Accountability Act, and all regulations issued thereunder (“HIPAA). It also
describes your rights to access and control your Medical Information. As used herein, “Medical
Information” is information about you, including demographic information, that may identify
you and that relates to your past, present or future physical or mental health or condition and
related health care services.

Uses and Disclosures of Medical Information

We will only use and disclose your Medical Information as permitted by law. Except for
disclosures outlined in this HIPAA Privacy Notice and/or permitted by law; we will obtain
your written authorization before using your Medical Information or disclosing it to any
outside persons or organizations. Most uses or disclosures of your Medical Information
constituting psychotherapy notes will be made only after receiving your written authorization.
We will not use or disclose your Medical Information for purposes of marketing, except as
permitted by law and/or outlined in this HIPAA Privacy Notice. We will not sell your Medical
Information, without first obtaining your written authorization. You may revoke any written
authorization you have provided to us at any time, except to the extent that we have made any
uses or disclosures of your Medical Information in reliance on such authorization. To revoke
a previously issued authorization, please send your request in writing, along with a copy of the
authorization being revoked to our Privacy Officer. If a copy of the applicable authorization is
notavailable, please provide a detailed description and date of the same to our Privacy Officer.

There are some situations where we may use or disclose your Medical Information without
your prior written authorization, as described further below:

Uses and Disclosures of Your Medical Information Related to the
Treatment and Services Provided By Us

Treatment, Payment and Health Care Operations: We may use your Medical Information for
treatment, to obtain payment for treatment, for administrative purposes, and to evaluate the
quality of care that you receive without your authorization. We may use or disclose Medical
Information about you without your authorization for several other reasons.

Example of Treatment: In connection with treatment, we may use your Medical Information to
provide you with one of our products.

Example of Payment: We may use your Medical Information to generate a health insurance
claim and to collect payment on invoices for services and/or medical devices provided.

Example of Health Care Operations: We may use your Medical Information in order to process
and fulfill your orders and to provide you with customer service.

Appointment Reminder and Other Communications: We may use or disclose your Medical
Information without your prior written authorization to provide you or others with, among
other things, (i) appointment reminders; (ii) product/supply reorder notifications; and/or (iii)
information about treatment alternatives or other health-related products and services that
we provide.
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Family, Friends and Emergencies: If you require emergency treatment and we are unable to
obtain your consent, we may disclose your Medical Information to a family member or relative
who is involved in your care.

Marketing: We may use or disclose your Medical Information to provide you with marketing
communications about the health-related products and services that we provide, and about
products, services, treatment or healthcare providers that may be of interest to you.

Additional Categories of Uses and Disclosures

Required By Law: We may use or disclose your Medical Information to the extent that
applicable law requires the use or disclosure of such Medical Information. Where the use and/
or disclosure of Medical Information is by law, the use or disclosure will be made in compliance
with the law and will be limited to the relevant requirements of the law. You will be notified, as
required by law; of any such uses or disclosures.

Public Health: We may disclose your Medical Information for public health activities

and purposes to a public health authority that is permitted by law to collect or receive the
information. The disclosure will be made for the purpose of preventing or controlling
disease, injury or disability. We may also disclose your Medical Information, if directed by the
public health authority, to a foreign government agency that is collaborating with the public
health authority.

Communicable Diseases: We may disclose your Medical Information, if authorized by law; toa
person who may have been exposed to a communicable disease or may otherwise be at risk of
contracting or spreading the disease or condition.

Health Oversight: We may disclose Medical Information to a health oversight agency for
activities authorized by law; such as audits, investigations, and inspections. Oversight agencies
seeking this information include government agencies that oversee the healthcare system,
government benefit programs, other government regulatory programs and civil rights laws.

Food and Drug Administration: We may disclose your Medical Information to a person or
company as directed or required by the Food and Drug Administration: (i) to collect or report
adverse events (or similar activities with respect to food or dietary supplements), product
defects or problems (including problems with the use or labeling of a product), or biological
product deviations, (ii) to track FDA-regulated products, (iii) to enable product recalls, repairs
or replacement, or look back (including locating and notifying individuals who have received
products that have been recalled, withdrawn, or are the subject of look back), or (iv) to conduct
post-marketing surveillance.

Legal Proceedings: We may disclose your Medical Information in the course of any judicial or
administrative proceeding (i) in response to an order of a court or administrative tribunal (to
the extent such disclosure is expressly authorized), and (ii) in certain conditions in response to
asubpoena, discovery request or other lawful process, after we receive satisfactory assurance
that the party seeking the information has reasonably attempted to notify you of the request
or has reasonably attempted to secure a qualified protective order (in a court or administrative
tribunal, or by stipulation) to limit disclosure of your Medical Information.

Law Enforcement: We may disclose Medical Information, as long as applicable legal
requirements are met, for law enforcement purposes. These law enforcement purposes include:
(i) legal processes otherwise required by law; (ii) limited information requests for identification
and location purposes, (iii) pertaining to victims of a crime, (iv) suspicion that death has
occurred as a result of criminal conduct, (v) in the event that a crime occurs on the premises of
the practice, and (vi) medical emergency in which it is likely that a crime has occurred.

Research: We may disclose your Medical Information to researchers when their research has
been approved by an institutional review board that has reviewed the research proposal and
established protocols to ensure the privacy of your Medical Information.
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Criminal Activity: Consistent with applicable federal and state laws, we may disclose your
Medical Information, if we believe the use or disclosure is necessary to prevent or lessen a
serious and imminent threat to the health or safety of a person or the public. We may also
disclose Medical Information if it is necessary for law enforcement authorities to identify or
apprehend an individual.

Military Activity and National Security: When the appropriate conditions apply, we may

use or disclose Medical Information of individuals who are Armed Forces personnel (i) for
activities deemed necessary by appropriate military command authorities, or (ii) to foreign
military authority if you are a member of that foreign military service. We may also disclose
your Medical Information to authorized federal officials for conducting national security and
intelligence activities.

Workers’ Compensation: We may disclose your Medical Information as authorized to comply
with workers’ compensation laws and other similar legally-established programs.

Inmates: We may use or disclose your Medical Information to a correctional institution or law
enforcement official if you are an inmate of a correctional facility and your physician created
or received your Medical Information in the course of providing care to you, and disclosure is
necessary for (i) providing you with health care; (ii) the health and safety of you, other inmates,
or others at the correctional institution; or (iii) the administration and maintenance of the
safety, security, and good order of the correctional institution.

Required Uses and Disclosures: Under the law;, we must make disclosures to you when required
by the Secretary of the Department of Health and Human Services to investigate or determine
our compliance with the requirements of HIPAA.

Non-identifiable Information: We may use or disclose your Medical Information if we have
removed from it any information that is personally identifiable to you.

Your Rights

The following is a statement of your rights with respect to your Medical Information and a brief
description of how you may exercise these rights.

You Have the Right to Inspect and Copy Your Medical Information: This means you may
inspect and obtain a copy of Medical Information about you, provided, however, that
applicable law may limit your ability to inspect or copy certain types of records. In certain
circumstances, if we deny your request to review Medical Information, you may have a right
to have this decision reviewed. If you would like to make a request to review your Medical
Information, please submit a request at:

https://www.omnipod.com/privacyrequest

We will respond to your request in a reasonable amount of time. If your request is honored, we
may charge a nominal fee for photocopying expenses. Please contact our Privacy Officer if you
have questions about access to your Medical Information.

You May Have the Right to Amend Your Medical Information: If you believe that the Medical

Information we have about you is incorrect or incomplete, you may ask us to make an
amendment to your Medical Information. You may request an amendment as long as the
Medical Information is still maintained in our records. If you would like to make a request to
review your Medical Information, please submit a request at:

https://www.omnipod.com/privacyrequest

We will respond to your request in a reasonable amount of time. Please contact our Privacy
Officer if you have questions about requesting an amendment to your Medical Information.

You Have the Right to Request a Restriction of Your Medical Information: You may ask us

not to use or disclose any part of your Medical Information for the purposes of treatment,
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payment or healthcare operations. You may also request that any part of your Medical
Information not be disclosed to family members or friends who may be involved in your care
or for notification purposes as described in this HIPAA Privacy Notice. Your request must
state the specific restriction requested and to whom you want the restriction to apply. Except as
otherwise provided in this HIPAA Privacy Notice, we are not required to agree to a restriction
that you may request. We are required to agree to your request to restrict disclosure of your
Medical Information to a health plan if (i) the disclosure is to carry out payment or healthcare
operations and is not otherwise required by law; and (ii) your Medical Information pertains
solely to a healthcare item or service for which you or someone (other than the health plan)

on your behalf, has paid us in full. I we agree to the requested restriction, we may not use or
disclose your Medical Information in violation of that restriction unless it is needed to provide
emergency treatment. If you would like to request a restriction of the use of your Medical
Information, please submit a request at:

https://www.omnipod.com/privacyrequest

We will respond to your request in a reasonable amount of time. Please contact our
Privacy Officer if you have questions about requesting a restriction of the use of your
Medical Information.

You Have the Right to Request to Receive Confidential Communications From Us By

Alternative Means or at an Alternative Location: We will accommodate reasonable requests to
receive confidential communications from us by alternate means or at an alternative location.
‘We may also limit this accommodation by asking you for information as to how payment will
be handled or specification of an alternative address or other method of contact. We will not
request an explanation from you as to the basis for the request. Please make this request in
writing to our Privacy Officer at:

https://www.omnipod.com/privacyrequest

You Have the Right to Receive an Accounting of Certain Disclosures We Have Made, if any, of

Your Medical Information: This right applies to disclosures for purposes other than treatment,
payment or healthcare operations as described in this HIPAA Privacy Notice. It excludes
disclosures we may have made to you, for a facility directory, to family members or friends
involved in your care, for notification purposes, for national security or intelligence purposes,
to correctional institutions or law enforcement officials, or as part of a limited data set. You
have the right to receive specific information regarding these disclosures that occurred after
April 14,2003, or as otherwise provided for under applicable law. You may request a shorter
timeframe. The right to receive this information is subject to certain exceptions, restrictions
and limitations. If you would like to request an accounting of certain disclosure of your Medical
Information, please submit a request at:

https://www.omnipod.com/privacyrequest

We will respond to your request in a reasonable amount of time. Please contact our Privacy
Officer if you have questions about requesting an accounting of the disclosures of your
Medical Information.

You Have The Right to Obtain a Copy of this HIPAA Privacy Notice: You have the right to
obtain a paper copy of this HIPAA Privacy Notice from us, upon request, even if you have
agreed to accept this notice electronically. If you would like to request a paper copy of this
HIPAA Privacy Notice, please submit a request at:

https://www.omnipod.com/privacyrequest
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OurDuties

Generally: We are required by law to maintain the privacy and security of your Medical
Information and to provide you with notice of our legal duties and privacy practices with
respect to Medical Information, and to notify you if there is a breach resulting in disclosure of
your unsecured Medical Information.

Revisions and Modifications: We may change this HIPA A Privacy Notice at any time. Before
we make a significant change in our policies, we will change this HIPAA Privacy Notice and
post our new notice (the “Revised HIPAA Privacy Notice”). We are required to abide by the
terms of this HIPA A Privacy Notice until a Revised HIPA A Privacy Notice becomes effective.
The Revised HIPAA Privacy Notice will be effective for all Medical Information that we
maintain as of the effective date of the Revised HIPA A Privacy Notice even if we collected or
received the Medical Information prior to the effective date of the Revised HIPAA Privacy
Notice. The current HIPAA Privacy Notice is posted on our website at:

https://www.omnipod.com.

Ifyou would like to request a paper copy of this HIPAA Privacy Notice, please submit a
request at:

https://www.omnipod.com/privacyrequest

WhatTo Do If You Have a Problem or Question

Ifyou are unable to use the online privacy request form, you may obtain assistance by calling
our toll-free number: 1-800-591-3455.

Ifyou have any further questions relating to this HIPAA Privacy Notice or if you have a
problem or complaint, please contact us in writing or by phone at:

Insulet Corporation
Attn: Privacy Officer
Email: privacy@insulet.com

(866) 941-0155
Our mailing address is:

100 Nagog Park
Acton, MA 01720

Furthermore, if you believe that Insulet has violated your privacy rights with respect to your
Medical Information, you have the right to file a complaint in writing with our Privacy Officer
or with the Secretary of Health and Human Services at 200 Independence Avenue, S.W.
Washington, D.C. 20201 or by calling (877) 696-6775. Insulet will not retaliate against you for
filing such a complaint.

Effective Date: August 11,2004

Revision Dates: April 1,2009, September 20,2013, April 22,2014, September 2,2014, and
September 15,2022.
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Glossary

Alc(see Hemoglobin Alc)

Activation: The process of waking up a Pod and pairing it to a PDM so that the
Pod only responds to commands from that PDM.

Advisoryalarm: Intermittent vibrations or beeps accompanied by a message
advising about an action that you may want to take to prevent a serious problem.

Aseptic technique: A method for maintaining sterilization and preventing
contamination.

Basal Program: A daily schedule for continuous insulin delivery. It consists of
one or more segments, each defining a basal rate, that together cover the 24-hour
period from midnight to midnight.

Basal rate: A smallamount of insulin that is delivered continuously over a period
of time. Basal rates are specified in units per hour (U/hr).

Basal segment: The time period during which a specific basal rate is delivered.

BG Goal Range: A user-defined range of desired blood glucose values. This
range is used in the history records to show which blood glucose values fall within
this range.

Blood glucose / Blood glucose level: The amount of glucose, or sugar, in
the blood.

Blood glucose meter: A device used to check blood glucose level.
Bluetooth (see wireless communication)

Bolus Calculator: A feature that suggests meal and correction bolus doses based
on your current blood glucose, the amount of carbohydrates you are about to eat,
the insulin-on-board, and several user-specific settings.

Bolusdose: A dose of insulin taken to correct an elevated blood glucose level (a
correction bolus) or to cover carbohydrates in a meal or snack (a meal bolus).

Bolus preset: A bolus dose of insulin that is assigned a custom name and stored
by the PDM for later use.

Calorie: A unit of measurement used to express the energy value of food. Calories
come from the carbohydrate, protein, and fat in food and drink.

Cannula: A small, thin tube inserted below the skin, which serves to introduce a
liquid medication into the body.
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Carbohydrate bolus (see meal bolus)

Carbohydrate (carbs): One of the three main energy sources in food. (The
other two are protein and fat.) Foods that contain carbohydrates include starches,
sugars, vegetables, fruits, and dairy products.

Correction bolus: Anamount of insulin taken to compensate for high blood
glucose levels.

Correct Above threshold: The blood glucose level above which you would like to
take insulin to reduce an elevated blood glucose.

Correction Factor (also known as sensitivity factor): A value that indicates
how much one unit of insulin will lower your blood glucose. For example, if
your Correction Factor is 50, one unit of insulin lowers your blood glucose by
50 mg/dL.

Custom food: An entryin the Food Library's MY FOODS list that states the
number of carbohydrates contained in a favorite food item, snack, or entire meal.
Itis assigned a custom name and stored by the Food Library for later use.

Deactivate: Preferred method for unpairing the PDM from the active Pod.
Deactivation turns oft insulin delivery in the Pod and then unpairs the PDM from
that Pod.

Diabetes, diabetes mellitus: A condition characterized by hyperglycemia (high
blood glucose) resulting from the body’s inability to use blood glucose for energy.
In type 1 diabetes, the pancreas no longer makes insulin and therefore blood
glucose cannot enter many cell types to be used for energy. In type 2 diabetes,
either the pancreas does not make enough insulin or the body is unable to use
insulin correctly.

Diabeticketoacidosis (DKA): A serious condition in which extremely high
blood glucose levels and a severe lack of insulin cause the body to break down fat
and protein for energy. The breakdown of fat or protein 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.

Discard Pod: The DISCARD POD option is offered if the PDM is unable to
reestablish communication with the Pod after a communication error. This
option allows the PDM to abandon that Pod and activate a new Pod. Note: A
'discarded' Pod may still be delivering insulin. Always remove a 'discarded' Pod
from your body.

Duration of insulin action: The length of time that insulin remains active and
available in your body after a bolus. This duration can vary greatly depending on
the type of insulin you take.

214



Estimated bolus: After you confirm the amount of bolus that you want
delivered, a bolus instruction is sent to the Pod. If the Pod is unable to send back
confirmation of the amount of bolus actually delivered, the PDM estimates the
amount delivered. This estimate is based on the expected delivery schedule. As
soon as confirmation is received from the Pod, the PDM displays the actual (not
estimated) bolus amount.

Extended bolus: The delivery of a meal bolus dose steadily over an extended
period of time.

Fat: One of the three main energy sources in food. (The other two are
carbohydrate and protein.) Fat contains 9 calories per gram. Foods high in fat
include oils, margarine, salad dressings, red meat, and whole-milk dairy foods.

Fiber: The indigestible part of plant foods. Foods that are high in fiber include
broccoli, beans, raspberries, squash, whole-grain bread, and bran cereal. Fiber
isa type of carbohydrate, but it does not raise blood glucose levels as other
carbohydrates do.

Food Library: A reference library of thousands of common food items showing
each item’s carbohydrate, fat, protein, fiber, and calories for a single portion.

Glucose: A simple sugar (also known as dextrose) used by the body for energy.
Without insulin, many cells in the body cannot use glucose for energy.

Hazard alarm: A continuous sound and a screen message from the PDM or Pod
indicating that an error has occurred or that insulin delivery has stopped. Alarms
require your immediate attention.

Healthcare provider: A professional who practices medicine or teaches people
how to manage their health.

Hemoglobin Alc (HbA1c): A test that measures a person’s average blood
glucose level over the past two to three months. Also called glycosylated
hemoglobin, the test measures the amount of glucose that sticks to hemoglobin
in red blood cells, which is proportional to the average amount of glucose in the
blood over an extended time period.

Hyperglycemia (high blood glucose): A higher-than-normal level of glucose in
the blood; generally above 250 mg/dL.

Hypoglycemia (low blood glucose): A lower-than-normallevel of glucose in the
blood; generally below 70 mg/dL.

Hypoglycemia unawareness: A condition in which a person does not feel or
recognize the symptoms of hypoglycemia.

Infusing: Introducing a liquid substance under the skin into the body.
Infusionsite: A place on the body where a Pod's cannula is inserted.

Insulin: A hormone that helps the body use glucose for energy. Insulin is made by
cells in the pancreas called beta cells.
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ICRatio (Insulin-to-Carbohydrate Ratio): Number of grams of carbohydrate
covered by one unit of insulin. For example, if your ICRatio is 1 to 15, then you
need to deliver one unit of insulin to cover every fifteen grams of carbohydrate
you eat.

Insulin on board (IOB) (active insulin): The amount of insulin that is still
“active” in the body from a previous bolus dose. The Bolus Calculator tracks IOB
for you. The amount of time insulin remains “on board” or “active” depends on
your Duration of Insulin Action setting.

Ketoacidosis (see diabetic ketoacidosis)

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.

Manually-calculated bolus: A bolus amount of insulin chosen by you (not
calculated by the Bolus Calculator).

Maximum Basal Rate: Upper limit for basal rates in a Basal Program or
temp basal.

Maximum Bolus: The largest bolus that you can request from the PDM. The
Bolus Calculator informs you if it calculates a bolus that is over this amount.

Minimum BG for Calcs: The minimum blood glucose reading at which the
Bolus Calculator calculates a meal bolus. The Bolus Calculator is disabled below
this value. "For Calcs" means "for use in the Bolus Calculator's calculations.”

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 Range after a meal.

Notifications: An on-screen reminder or informational message.
Occlusion: A blockage or interruption in insulin delivery.

Pairing: Linking two devices so that they can communicate wirelessly with each
other. Aftera PDM and blood glucose meter are paired, they are referred to as
"paired devices." See also syric.

Podders: People with diabetes or caregivers of people with diabetes who use the
Omnipod® system to manage their daily insulin needs.

Preset: A preset allows you to quickly enter a value that you use often.

Protein: One of the three main energy sources in food. (The other two are
carbohydrate and fat.) Protein contains 4 calories per gram. Foods high in protein
include meat, poultry, fish, legumes, and dairy products.
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Reverse Correction (negative correction): If your blood glucose level is below
your Target BG, the Bolus Calculator uses your Correction Factor to reduce a
portion of a meal bolus dose. This is an optional feature, which should be turned
on or offaccording to the advice of your healthcare provider.

Segments: Defined periods of time during a 24-hour day. Segments are used to
define basal segments in a Basal Program, and also to define Target BG segments,
IC Ratio segments, and Correction Factor segments.

Sensitivity factor (see Correction Factor)

Sync: The act of transferring information between two paired devices. For
example, when the PDM syncs with a paired blood glucose meter, the meter
transfers any recent blood glucose readings to the PDM.

Target BG: The blood glucose level that the Bolus Calculator tries to achieve.
You can define different Target BGs for different time periods. For example, you
can have one Target BG before meals, a different one after meals, and yet another
at night.

Temp basal: A temporary basal rate that is used to cover predictable, short-term
changes in basal insulin need. Temp basals are often used during exercise and for
sick-day insulin adjustments.

Temp basal preset: Anadjustment in a basal rate, in either % or U/hr, that can be
assigned a custom name and stored by the PDM for later use.

Time segment (see segment)

Unconfirmed bolus: Occurs when you select the DISCARD POD option following
acommunication error during a bolus. In this case, the Pod was unable to send a
confirmation to the PDM about how much of a bolus was actually delivered.

Wireless communication: Transfer of information without a physical connection
between two devices. The PDM and Pod, and the PDM and selected blood
glucose meters, communicate over short distances using radio waves, which is
referred to as wireless communication.
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disabled 62, 159
sample calculations 164
settings 117-119
understanding 158-174
bolus, extended
based on blood glucose 57
based on carbs 57-62
cancel 65
entering units of insulin 62-63
manually-calculated 62-63
progress 64
replace 65
setting 116
understanding 157
using the Bolus Calculator 57-62
bolus history records 90-98
bolus, immediate
based on blood glucose 57
based on carbs 57-62
cancel 65
entering units of insulin 62-63
flow rate 192
history records 90-98
manually-calculated 62-63
progress 64
understanding 157
using the Bolus Calculator 57-62
bolus, missed. See missed bolus noti-
fication
bolus preset
create new 87
delete 88
edit 88
rename 88
using 62
Boot Mode 189
brightness, screen 101

C

cancel

bolus 65

temp basal 77
cannula 2, 48, 191
carbohydrate bolus. See Bolus Calcu-

lator

carbohydrate lookup 66
carb-to-insulin ratio. See IC Ratio
care

infusion site 49

PDM 139

Pod 137
cellular phones 188
change

Basal Program 78

Pod 37-50
charging PDM battery 22, 143
check alarm function 105
check BG after bolus setting 109
check BG after Pod change 49
cleaning

PDM 140

Pod 138
clock, AM/PM or 24-hour 26, 102
communication

failure 132

range 147-149
confidence reminders

beeps 131

setting 111
confirmation messages 20
control solution

in history records 173

readings 54
Correct Above threshold 117, 160
correction bolus. See Bolus Calculator
Correction Factor 118, 159
correction IOB 160, 163
CT scans 188
Customer Care, contact i
custom food, create 72
custom reminder

notification 131

setting 112
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D

damaged PDM 141
Dashboard tab 12
data entry, how to 5
date and time 102-104
deactivate Pod 38
default settings 190
diabetic ketoacidosis 37, 186
diagnostic functions
check alarms 105
reset PDM 105
discard Pod 134, 149
DISPLAY app 100
DKA. See diabetic ketoacidosis
download software update 106
dropped PDM 141
Duration of Insulin Action
sample calculations 163-164
setting 119

E

electrical interference 140
electrical safety 198
electromagnetic compatibility 197
emergency kit 178
entering numbers 5
entering text 5
estimated bolus 97
exercise 188
expiration, Pod 108, 130
extended bolus
cancel 65
manually-calculated 63
progress 64
replace 65
setting 116
understanding 157
using Bolus Calculator 60

F

fill syringe, insulin 41

first time PDM setup 21

flat rate (U/hr) setting
change setting 116
temp basal 153

flow rate accuracy 192
food bolus. See Bolus Calculator

Food Library 66-74
browsing 69
carb lookup 67
create custom food 72
create meal 71
delete food or meal 73
edit MyFOODS 73
MyFOODS tab 68
forgotten PIN 11

G

glucagon kit 177, 181
H

hazard alarms 125-127
HIPAA privacy notice 207
history records
alarms 89
and date change 98
and time change 98
blood glucose 92-98
carbs 92-98
insulin, basal and bolus 92-98
notifications 89
Home screen 12
hospitalization 188
hyperglycemia 183-186
avoiding 184
symptoms 183
treating 184
hypoglycemia 180-184
avoiding 181
symptoms 180
treating 182
unawareness 150

I

IC Ratio 118, 159

illness 187

immediate bolus. See bolus, imme-
diate

indications for use xii

infection, infusion site 49, 175
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infusion site
avoid infections 49
guidelines for selection 44
inspection 48
preparation 46
initial PDM setup 21-36
insulin
amount left in Pod 9
cleared for use xii
fill syringe 41
history records 92-98
rapid-acting vs. long-acting 186
schedule. See Basal Program
storage 137
suspend and resume 79
insulin action. See Duration of Insulin
Action
insulin on board 160, 163-166
insulin-to-carb ratio. See IC Ratio
interaction, PDM and Pod 147-150
IOB. See insulin on board

K

ketoacidosis. See diabetic ketoacidosis
ketones 186

L

Lock screen
background 102
message 10, 102
unlocking 10
low battery
alarm 129
indicator 9
recharging 143
lower limit, BG Goal Range 113
low reservoir setting 109

M

manual alarm shut-oft 135
manual BG reading entry 53
manually-calculated bolus 62-63
map of Pod sites

setting 108

using 44

Maximum Basal Rate setting 115
Maximum Bolus

setting 116

understanding 158
maximum insulin amount 41
meal bolus. See Bolus Calculator
meal IOB 158, 163
Menu 18-19
microwave ovens 140
Minimum BG for Calcs 118, 160
minimum insulin amount 41
missed bolus

notification 130

setting 110
mobile app, Omnipod DISPLAY 100
model number, PDM i, xi
MRIs 188

N

navigation shorthand 8
new
Basal Program 81
bolus preset 87
custom food 72
temp basal preset 85
notifications 129-131
BG 130
check BG after Pod change 130
history records 89
overview 121
Pod expiration 130
responding to 122
software update 131
numbers, entering 5

o

occlusion

alarm 126

detection 194

preventing 47
Omnipod DISPLAY app 100
ongoing bolus, modifying 65
operating temperature 139, 191, 193
orientation, Pod 47

P
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paired BG meter
how to pair 114
interaction with PDM 151

renaming 115

syncing BG data 51

unpairing 114
PDM

and water 139

care 139

diagram 3

dropped or damaged 141
electrical interference 140

kit 21
model number i, xi
replacement 140
reset 105
screen time-out 101
serial number 19
settings 99, 99-120
setup 21-36
specifications 193
storage 139
unlock 10
PDM battery
alarm 129
charge 22
how to charge 143
insert 144
low 129
replace 144
PDM startup
troubleshooting 189
percent setting
change setting 116
temp basal 153
physical exertion 188
PIN
entry 10
forgotten 11
reset 102
playing sports 188
Pod

activation 37-50, 147

Auto-off 109, 150
care 137
change 37-50

check status 148
cleaning 138
deactivation 38
diagram 2
discard 149
expiration notification 130, 131
expiration setting 108
fill with insulin 42
flow accuracy 192
flow rate 192
identify correct Pod 40
low reservoir setting 109
orientation 47
replace 37-50
safety checks xiv
setup 37-50
site selection 44, 47
specifications 191
storage 137
Pod expired alarm 125, 126, 127, 128,
129
Pod Info tab 12
Pod site map 44, 108
prepare infusion site 46
preset, bolus
create 87
delete 88
edit 88
rename 88
using 62
preset, temp basal
create 85
delete 87
edit 86
rename 86
using 77
Product Support. See Customer Care
program reminder setting 111

R

range, BG Goal 113

rapid-acting insulin xii, 186

recharge PDM battery 141

records. See history records

reminders. See also notifications
Confidence 111
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Custom 112

Program 111, 131
replacement PDM

ordering 141

setup 21
reservoir, Pod

filling 42

low advisory alarm setting 109
resume insulin delivery 79, 129
Reverse Correction 119, 160, 164

S

Safe Mode 189
safety
automatic checks xiv, 43
electrical 198
scent of insulin 49
screen
brightness 101
Home screen 12
protector 4
sensitivity 4
time-out 101
Select Boot Mode 189
sensitivity factor. See Correction
Factor
serial number, PDM 19
settings
airplane mode 99
all PDM 99-120
Auto-off alarm 109
Basal Program 81
BG Goal Range 113
Bluetooth 100
Bolus Calculator 117-120
bolus preset 87
check BG after bolus 109
confidence reminders 111
Correct Above 117
Correction Factor 118
custom reminders 112
date 102
Duration of Insulin Action 119
extended bolus configuration 116
IC Ratio 118

lock screen image 102

lock screen message 102

low reservoir 109

Maximum Basal Rate 115
Maximum Bolus 116

Minimum BG for Calcs 118, 160
missed bolus notification 110

PIN 102
Pod expiration 108
Pod site map 108
program reminders 111
reset PDM 105
Reverse Correction 119
screen brightness 101
screen time-out 101
software update 106
summary 190
Target BG 117
temp basal 115
temp basal preset 85
time 103-104
Wi-Fi 100
shorthand for navigation 8
shut off alarm 135
sick days 187
silencing alarms 135
site selection, Pod 44
software update
setting 106
software version, PDM 106
sound or vibration 124
specifications, technical
PDM 193
Pod 191
sports 188
starter kit 21
status bar 9
status check, Pod 148
storing PDM
location 139
specifications 193
storing Pod
location 137
specifications 191
suggested bolus calculator. See Bolus
Calculator
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supplies
obtaining 21
PDM setup 22
Pod setup 40
travel 178

surgery 188
suspend insulin delivery 79, 156
swimming 138
switching Basal Program 78
symbols on labels 195
symptoms
DKA 186
hyperglycemia 183
hypoglycemia 180
syringe, fill 41

T

tags, BG 54
Target BG 117, 160-174
temp basal
activate 75
cancel 77
create 75
setting 115
set to zero 76, 156
understanding 153-156
temp basal preset
activate 77
create 85
delete 87
edit 86
rename 86
Temp Basal tab 14
temperature
insulin 40, 137
PDM storage 139, 193
Pod 40, 191
text, entering 5
time and date settings 102-104
time-out, PDM screen 101
touchscreen 4
brightness 101
sensitivity 4
time-out 101
travel 178-180

U

U-100 insulin xii

unconfirmed bolus 97

unlock PDM 10

unpair BG meter 114

update software 106, 131

upper limit, BG Goal Range 113

USB cable 140

user-calculated bolus. See manual-
ly-calculated bolus

user ID. See PIN

A%

vacation 178

version, PDM software 106

vibration or sound
advisory alarms 124
hazard alarms 124
notifications 124

w

wake up PDM 10
warranty 204
water

and the PDM 139

and the Pod 138
website i
Wi-Fi setting 100
Wireless update 106, 131

X
X-rays 179, 188
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My PDM Settings

Use these pages to keep track of your important PDM settings. Remember to
update your information if you change or add PDM settings.

Basal Program 1 Basal Program 2

Name Basalrate Name Basal rate

midnight to U/hr| | midnight to U/hr
to U/hr to U/hr
to U/hr to U/hr
to U/hr to U/hr
to U/hr to U/hr
to U/hr to U/hr
to U/hr to U/hr

Basal Program 3 Basal Program 4

Name Basal rate Name Basal rate

midnight to U/hr| | midnight to U/hr
to U/hr to U/hr
to U/hr to U/hr
to U/hr to U/hr
to U/hr to U/hr
to U/hr to U/hr
to U/hr to U/hr

Target BG

Time segment matorthisvane T comecton fBG ssbore
midnight  to mg/dL mg/dL
to mg/dL mg/dL
to mg/dL mg/dL
to mg/dL mg/dL
to mg/dL mg/dL
to mg/dL mg/dL
to mg/dL mg/dL
to mg/dL mg/dL




My PDM Settings

: Insulin-to-Carbohydrate
Correction Factor T

Correction Factor for 1unitofinsulin || IC Ratio for each time 1unitof

each time segment decreases BG by segment insulin covers

midnight  t0 mg/dL || midnight t© gcarb
to mg/dL to gcarb
to mg/dL to gcarb
to mg/dL to gcarb
to mg/dL to gcarb
to mg/dL to gcarb
to mg/dL to gcarb
to mg/dL to gcarb

Duration of Insulin Action

Time that insulin remains “active” in the body after a bolus hrs

Temp Basal Presets

Name Rate (circle measurement)

U/hr or %
U/hror %
U/hror %
U/hror %
U/hror %
U/hr or %
U/hr or %

Bolus Presets Favorite Foods

Grams of
carbohydrates

Name Units || Name

gcarb

gcarb
gcarb

gcarb

gcarb
gcarb

el el ol ol ol el

gcarb
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