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1 Introduction

1.1. Welcome to Your Omnipod® 5 System

e Omnipod® 5 System is th rst wearable, on-body, tubeless, automated

insulin delivery system. e Omnipod 5 System consists of a tubeless insulin

Pod and the Omnipod® 5 App on an Insulet-provided Controller or installed on
a compatible smartphone. e Omnipod 5 System works with the Dexcom G6®
Continuous Glucose Monitoring System to continuously adapt and automatically
deliver insulin according to your personal needs.

The Omnipod 5 System Features

Pod: e Pod provides continuous subcutaneous insulin delivery. It may be
worn for up to 3 days and can be lled with up to 200 units of U-100 rapid-
acting insulin (minimum 85 units).

No tubing: ere is no tubing with the Pod allowing you to place the Pod
almost anywhere you would give yourself an injection. e Pod is waterproof
for depths up to 25 feet (7.6 meters) for up to 60 minutes (IP28).

Omnipod® 5 Appe Omnipod 5 App allows you to select a basal pro le,
target glucose and bolus settings, activate and deactivate the Pod, connect
with the Dexcom G6 Continuous Glucose Monitoring System, and select
insulin delivery mode. e Omnipod 5 App comes installed on an Insulet-
provided Controller or can be downloaded to a compatible smartphone For
a list of the latest compatible smartphones, please visit btipggbd.com/
compatibility.

Dexcom G6 Continuous Glucose Monitoring (CGM) Systei@:

Omnipod 5 System is designed to work with the Dexcom G6 which must

be obtained separately. CGM values and trends from the Dexcom G6 are
used for automated insulin delivery in Automated Mode, as well as bolus
calculations in both Automated and Manual Mode. e Dexcom G6 sensor
must be started in the Dexcom app in order to use CGM values and trends in
the Omnipod 5 System.

Pod Site tracker"When activating a new Pod, the System provides the option
to track the site on which you have applied a Pod. is allows you to reference
past Pod sites when deciding where to place your next Pod.

Keeping Track of CGM and Insuline  Omnipod 5 System records up to

90 days of information, including basal delivery, bolus doses, carbohydrates,
alarms, and glucose-related data. In Automated Mode, the system records
automated insulin delivery and corresponding CGM values every 5 minutes.
e Home screen features a CGM graph which allows for reference of your
CGM values and displays some information about insulin delivery.
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Omnipod 5 SmartBolus Calculator Features

SmartBolus Calculatorlf you are planning to eat or if your glucose is high,
the SmartBolus Calculator can suggest a bolus amount of insulin based on
your individual settings, entered values, and CGM value and trend when
available. e SmartBolus Calculator allows for the immediate delivery of the
bolus insulin in both Automated and Manual Mode. In Manual Mode, the
SmartBolus Calculator also allows for an extended bolus. e extended bolus
can be customized to deliver the bolus dose over a period of time.

Omnipod 5 SmartAdjust™ Technology Features

Two modes of operatione Omnipod 5 System provides the following
modes of operation: Automated and Manual. e Omnipod 5 System
enables you to switch between modes when required conditions are met. e
System behaves di erently depending on which mode you select.

* Automated ModeEach Pod contains SmartAdjust™ technology that
adjusts insulin every 5 minutes to bring your glucose value to your
customized glucose target, or Target Glucose.. e adjustment is based
on a prediction of where your glucose will be 60 minutes in the future and
considers your CGM value and trend, adaptive basal rate, and insulin that
is still working in your body.

e Manual Mode:e Omnipod 5 System delivers insulin based on user-
de ned Basal Programs. During Manual Mode, there is no automated
adjustment of insulin delivery.

Dexcom G6 Continuous Glucose Monitoring (CGM) Systerm:

Omnipod 5 System is designed to work with the Dexcom G6 which must

be obtained separately. CGM values and trends from the Dexcom G6 are
used for automated insulin delivery in Automated Mode, as well as for bolus
calculations in both Automated and Manual Mode. e Dexcom G6 sensor
must be started in the Dexcom app in order to use CGM values and trends in
the Omnipod 5 System.

Activity feature: While in Automated Mode, you can enable the Activity

feature in times when you need less insulin, for example, when you are getting
ready to exercise. When the Activity feature is enabled, the system gives less
insulin and aims for a Target Glucose of 150 mg/dL.

Keeping track of Automated Insulin:in Automated Mode, the system
records automated insulin delivery and corresponding CGM values every 5
minutes. e Home screen features a CGM graph which allows for reference
of your CGM values and displays some information about insulin delivery,
including automation status.
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1.2. About This User Guide

e purpose of this User Guidésto assist you with the features and functions of
the Omnipod 5 System. It provides step-by-step instructions on how to properly
operate the System, as well as important warnings and cautions to ensure your
safety during use.

Note: is User Guidés intended for use only with the Insulet-provided
Controller with the Omnipod 5 App, model PDM-H001-G-XX, or the Omnipod
5 App on a compatible smartphone. To learn which version of the Insulet-
provided Controller you have, turn it over. If you see "PDM-H001-G-XX" on
the back of the Controller, this is the cortdser Guiddf you do not see it, call
Customer Care. Using an incorrelster Guidean lead to improper use of the
Omnipod 5 System.

Note: Screen images shown in tbser Guidare 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 quali ed
healthcare providers. isUser Guidé informational only and not intended

as medical or healthcare advice or recommendations to be used for diagnosis,
treatment, or for any other individual needs. Idser Guides not a substitute

for medical or healthcare advice, recommendations, and/or services from a
quali ed healthcare provider. isUser Guidenay 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 quali ed healthcare
provider who is familiar with your individual needs.

1.3. Indications For Use

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

Indications for use

e Omnipod 5 ACE Pump (Podis intended for the subcutaneous delivery

of insulin, at set and variable rates, for the management of diabetes mellitus in
persons requiring insulin. e Omnipod 5 ACE Pump is able to reliably and
securely communicate with compatible, digitally connected devices, including
automated insulin dosing so ware, to receive, execute, and con rm commands
from these devices. e Omnipod 5 ACE Pump is intended for single patient,
home use and requires a prescription.
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SmartAdjust™ technology intended for use with compatible integrated
continuous glucose monitors (ICGM) and alternate controller enabled (ACE)
pumps to automatically increase, decrease, and pause delivery of insulin based
on current and predicted glucose values. SmartAdjust™ technology is intended
for the management of type 1 diabetes mellitus in persons 2 years of age and
older. SmartAdjust™ technology is intended for single patient use and requires a
prescription.

e SmartBolus Calculatois so ware intended for the management of diabetes

in persons aged 2 and older requiring rapid-acting U-100 insulin. e SmartBolus
Calculator calculates a suggested bolus dose based on user-entered carbohydrat
most recent sensor glucose value (or blood glucose reading if using ngerstick),
rate of change of the sensor glucose (if applicable), insulin on board (IOB), and
programmable correction factor, insulin to carbohydrate ratio, and target glucose
value. e SmartBolus Calculator is intended for single patient, home use and
requires a prescription.

Contraindications

e Omnipod 5 System is NOT recommended for people who:

e are unable to monitor glucose as recommended by their healthcare provider
» are unable to maintain contact with their healthcare provider

e are unable to use the Omnipod 5 System according to instructions

e aretaking hydroxyurea as it could lead to falsely elevated CGM values and
result in over-delivery of insulin that can lead to severe hypoglycemia

* do NOT have adequate hearing and/or vision to allow recognition of all
functions of the Omnipod 5 System, including alerts, alarms, and reminders

Device components including the Pod, CGM transmitter, and CGM sensor must
be removed before Magnetic Resonance Imaging (MRI), Computed Tomography
(CT) scan, or diathermy treatment. In addition, the Controller and smartphone
should be placed outside of the procedure room. Exposure to MRI, CT, or
diathermy treatment can damage the components.

1.4. Compatible Insulins

e Omnipod 5 ACE Pump (Pod) is compatible with the following U-100
insulins: NovoLog®, Humalog®, and Admelog®.

SmartAdjust technology is compatible with the following U-100 insulins:
NovoLog®, Humalog®, and Admelog®

e Omnipod 5 SmartBolus Calculator is compatible with the following U-100
insulins: NovoLog®, Humalog®, and Admelog®




1 Introduction

1.5. General Warnings

Warning: Read all the instructions provided in thiser Guideefore using the
Omnipod 5 System. Monitor your glucose with the guidance of your healthcare
provider. Undetected hyperglycemia or hypoglycemia can result without proper
monitoring.

Warning: DO NOT start to use your system or change your settings without
adequate training and guidance from your healthcare provider. Initiating and
adjusting settings incorrectly can result in over-delivery or under-delivery of
insulin, which could lead to hypoglycemia or hyperglycemia. Settings that impact
insulin delivery mainly include: Pod Shut-O , basal rate(s), Max Basal Rate, Max
Bolus, Coarrection Factor(s), Insulin to Carb (IC) Ratio(s), Minimum Glucose for
Calculations, Target Glucose and Correct Above, and Duration of Insulin Action.

Warning: DO NOT rely upon thisJser Guide any way in connection with

your personal healthcare, related decisions, and treatmentisés 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. is User Guidés not a substitute for medical or healthcare advice,
recommendations, and/or services from a quali ed healthcare provider. All such
decisions and treatment should be discussed with a quali ed healthcare provider
who is familiar with your individual needs.

Warning: DO NOT use the Omnipod 5 System if you are unable or unwilling to
use it as instructed by thiser Guidand your healthcare provider. Failure to use
this system as intended could result in over-delivery or under-delivery of insulin
which can lead to hypoglycemia or hyperglycemia.

Warning: ALWAYS keep an emergency kit with you to quickly respond to any
diabetes emergency or in the case that your Omnipod 5 System stops working.
Always carry supplies to perform a Pod change should you need to replace your
Pod at any time.

Warning: ALWAYS dispose of the Pod according to local waste disposal
guidelines. e Pod is considered biohazardous a er use and can potentially
transmit infectious diseases.

Warning: DO NOT use SmartAdjust technology in pregnant women, critically

ill patients, and those on dialysis. e safety of SmartAdjust technology has not
been evaluated in these populations. Consult with your healthcare provider if any
of these conditions apply to you before using SmartAdjust technology.

Warning: DO NOT use the Omnipod 5 System if you do not have adequate
vision and/or hearing to recognize all functions of the Omnipod 5 System
including alerts, alarms, and reminders according to instructions.

Warning: ONLY use rapid-acting U-100 NovolLog® (insulin aspart), Humalog®
(insulin lispro), and Admelog® (insulin lispro) insulin in the Omnipod 5 System
as they have been tested and found to be safe for use with this system. NovolL.og,
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Humalog, and Admelog are compatible with the Omnipod 5 System for use up
to 72 hours (3 days). Follow your healthcare provider's directions for how o en to
replace the Pod.

Warning: AVOID administering insulin, such as by injection or inhalation,

while wearing an active Pod as this could result in hypoglycemia. e Omnipod

5 System cannot track insulin that is administered outside of the system. Consult
your healthcare provider about how long to wait a er manually administering
insulin before you start Automated Mode.

Warning: AVOID changing your SmartBolus Calculator settings before
consulting with your healthcare provider. Incorrect changes could result in
over-delivery or under-delivery of insulin, which can lead to hypoglycemia or
hyperglycemia. Settings that impact bolus calculations mainly include: Max
Bolus, Minimum Glucose for Calculations, Correct Above, Correction Factor(s),
Insulin to Carb (IC) ratio(s), Duration of Insulin Action, and Target Glucose.

Warning: ALWAYS follow your healthcare provider's guidance on appropriate
glucose monitoring to avoid hyperglycemia and hypoglycemia.

Warning: Glucose below 70 mg/dL may indicate hypoglycemia (low glucose).
Glucose above 250 mg/dL may indicate hyperglycemia (high glucose). Follow
your healthcare provider's suggestions for treatment.

Warning: ALWAYS promptly treat hypoglycemia. Glucose at or below 55 mg/dL
indicates signi cant hypoglycemia (very low glucose). If le untreated, this could
lead to seizure, loss of consciousness or death. Follow your healthcare provider's
recommendations for treatment.

Warning: ALWAYS promptly treat glucose below 70 mg/dL (hypoglycemia)
according to your healthcare provider's recommendations. Symptoms of
hypoglycemia include weakness, sweating, nervousness, headache, or confusior
Ifle untreated, hypoglycemia can lead to seizure, loss of consciousness, or death

Warning: DO NOT wait to treat hypoglycemia (low glucose) or symptoms

of hypoglycemia. Even if you cannot check your glucose, waiting to treat
symptoms could lead to severe hypoglycemia, which can lead to seizure, loss of
consciousness, or death.

Warning: ALWAYS promptly treat hyperglycemia (high glucose) according

to your healthcare provider's recommendations. Symptoms of hyperglycemia
include fatigue, thirst, excess urination, or blurry vision. If le untreated,
hyperglycemia can lead to diabetic ketoacidosis (DKA), or death.

Warning: DO NOT wait to treat DKA. Ifle untreated, DKA can quickly lead to
breathing di culties, shock, coma, or death.

Warning: ALWAYS treat "LOW" or "HIGH" CGM values and "LO" or "HI" blood
glucose readings according to your healthcare provider's recommendations.
ese values can indicate potentially serious conditions requiring immediate
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medical attention. If le untreated, these situations can quickly lead to diabetic
ketoacidosis (DKA), shock, coma, or death.

Warning: NEVER drive yourself to the emergency room if you need emergency
medical care. Ask a friend or family member to take you to the emergency room
or call an ambulance.

Warning: ALWAYS be aware of your current CGM value, trust how your body
feels, and do not ignore symptoms of high and low glucose. Even though insulin
delivery adjusts automatically in Automated Mode with the goal of bringing

your glucose level to your de ned Target Glucose, severe hypoglycemia or
hyperglycemia may still occur.

If your CGM values do not match your symptoms, ALWAYS check your blood
glucose using a BG meter, consider treatment and/or CGM sensor calibration
if necessary. ALWAYS switch to Manual Mode if you feel you are receiving
inaccurate CGM values.

» Erroneously high CGM values can cause excessive insulin delivery, leading to
severe hypoglycemia, seizure, loss of consciousness or death.

»  Erroneously low CGM values can cause prolonged insulin suspension
leading to hyperglycemia, DKA, or death.

If you are having symptoms that are not consistent with your blood glucose
readings and you have followed all instructions described lodbrsGuide,
contact your healthcare provider.

Warning: ALWAYS make sure you are using the CGM per manufacturer's
instructions. Do not extend the sensor wear beyond the recommended duration
and do not wear a sensor that is past the labeled expiration date. e Omnipod 5
System relies on accurate, current CGM values to determine your insulin needs.
Incorrect use of the CGM could result in over-delivery or under-delivery of
insulin, which could lead to hypoglycemia or hyperglycemia.

Warning: Do NOT use Omnipod 5 System if you are taking hydroxyurea, a
medication used in the treatment of diseases including cancer and sickle cell
anemia. Your Dexcom G6 CGM readings could be falsely elevated and could
result in over-delivery of insulin which can lead to severe hypoglycemia.

Warning: ALWAYS respond to Hazard Alarms as soon as they occur. Pod
Hazard Alarms indicate that insulin delivery has stopped. Failure to respond
to a Hazard Alarm could result in under-delivery of insulin which can lead to
hyperglycemia.

Warning: ALWAYS monitor your glucose and follow your healthcare provider's
treatment guidelines when you stop receiving insulin due to a blockage
(occlusion). Not taking action promptly could result in under-delivery of insulin

which can lead to hyperglycemia or diabetic ketoacidosis (DKAﬂsee
Blockage Detected" on page)163
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Warning: SmartAdjust technology should NOT be used by anyone under the
age of 2 years old. SmartAdjust technology should also NOT be used in people
who require less than 5 units of insulin per day as the safety of the technology has
not been evaluated in this population.

Warning: DO NOT use the Omnipod 5 System at low atmospheric pressure
(below 700hPA). 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). Change in atmospheric pressure can also occur during take-
o with air travel. Unintended insulin delivery can occur if there is expansion of
tiny air bubbles that may exist inside the Pod. is can result in hypoglycemia.

It is important to check your glucose frequently when ying to avoid prolonged
hypoglycemia.

Warning: DO NOT use the Omnipod 5 System in oxygen rich environments
(greater than 25% oxygen), which include home or surgical areas that use
supplementary oxygen and hyperbaric chambers. 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. Exposure to oxygen rich environments could result in
combustion of the Pod or Omnipod 5 Controller, which can cause severe burns to
the body.

Warning: DO NOT use the Omnipod 5 System in high atmospheric pressure
environments (above 1060 hPA), 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. Exposure to high atmospheric pressure
environments can damage your Pod and Omnipod 5 Controller which could
result in under-delivery of insulin which can lead to hyperglycemia.

1.6. General Precautions

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

Caution: DO NOT use any component of the Omnipod 5 System (smartphone,
Controller, Pod) if you suspect damage a er an unexpected event such as
dropping or hitting on a hard surface. Using damaged components may put
your health at risk as the system may not be working properly. If you are unsure
if one or more of your components are damaged, stop using the system and calll
Customer Care for support.

Caution: ONLY use the Omnipod 5 System with authorized devices (Omnipod
5 App, Controller and Pod and Dexcom G6 CGM). DO NOT attempt to use the
Omnipod 5 System with unauthorized devices. Attempting to use the Omnipod
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5 System with unauthorized devices could interrupt your insulin delivery and put
your health and safety at risk.

Caution: Connect ONLY to trusted Wi-Fi networks with your Controller or
smartphone. AVOID connecting to public Wi-Fi networks, such as those found

in airports, co ee shops, etc, as these networks are not secure and could resultin
exposing your Controller or phone to malware. DO NOT connect to public Wi-Fi
networks during rst-time setup of your Omnipod 5 System.

Caution: ALWAYS activate a new Pod in a timely manner. Waiting too long
between Pod changes could result in under-delivery of insulin which can lead
to hyperglycemia. If another Pod is not available, use a di erent insulin delivery
method.

Caution: DO NOT navigate away from the Omnipod 5 App while you are in the
process of making changes to your insulin delivery settings. If you leave the App
before you are able to save the setting change and before the App is able to put the
setting change into e ect, the system will continue to use your last saved settings.
As a result, you may continue with therapy settings that you did not intend. If you
are unsure about whether your changes were saved, review your settings.

Caution: ALWAYS keep your Controller safe and within your control to ensure
others cannot make changes to your insulin therapy. Do not share your Controller
screen lock security with anyone.

Caution: AVOID leaving your Controller or smartphone in a place that would
prevent you from hearing alarms and noti cations from your Omnipod 5
App. Delivery of insulin in Manual Mode or Automated Mode continues as
programmed if you move away from your Controller or smartphone.

Caution: ALWAYS respond to Pod Expired, Low Pod Insulin, and Pod Shut-O
Advisory Alarms when they occur. ese alarms escalate to Hazard Alarms if no
action is taken. When Hazard Alarms occur, insulin delivery stops.

Caution: ALWAYS be aware of possible changes to your time zone when
traveling. If you do not update your time zone, your insulin therapy will be
delivered based on your old time zone which may cause disruptions in your
insulin delivery schedule and inaccurate history logs. Talk to your healthcare
provider about how to manage your insulin delivery while traveling between time
zones.

Caution: You cannot use the Dexcom G6 receiver with the Omnipod 5 System
because the Omnipod 5 System is compatible only with the G6 app on a
smartphone.

Caution: ALWAYS check your glucose frequently during amusement park rides
and ying or other situations where sudden changes or extremes of air pressure,
altitude, or gravity may be occurring. ough the Omnipod 5 System is safe to
use at atmospheric pressures typically found in airplane cabins during ight, the
atmosphere pressure in an airplane cabin can change during ight, which may
a ectthe Pod's insulin delivery. Rapid changes in altitude and gravity, such as

12
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those typically found on amusement park rides or ight take-o and landing,
can a ect insulin delivery, leading to possible hypoglycemia or injury. If needed,
follow your healthcare provider's treatment instructions.

Potential Risks

e e Omnipod5 System uses CGM values and trends to calculate insulin
delivery. If the CGM values are inaccurate, the System could deliver an
inaccurate dose of insulin which can lead to hypoglycemia or hyperglycemia.

*  Wearing a Pod might cause infection. Be aware of signs of infection,
including: bleeding, pain, and skin irritation, including redness. See your
healthcare provider if irritation occurs.

e Kinks or air bubbles in the cannula, or dislodging of the cannula can
a ectinsulin delivery. Glucose that does not decrease a er a bolus, or
other unexplained high glucose, are signs of a blockage (occlusion) and an
interruption in insulin delivery.

e Hardware defects, so ware glitches, and Pod failures can cause an
interruption in insulin delivery. A Pod failure can lead to hypoglycemia,
hyperglycemia, or diabetic ketoacidosis. Keep your Omnipod 5 Controller
and/or smartphone on and nearby to ensure you are noti ed of recent insulin
delivery and important alarms and messages.

Important User Information

Pay special attention to Warnings and Precautions ibV#esGuide e words
“Warning” and “‘Caution” are displayed in red, bolded text.

e Omnipod 5 System is designed to work with the Dexcom G6 CGM. To use
the Dexcom G6 CGM with the Omnipod 5 System, you will need to obtain the
Dexcom G6 sensor, transmitter, dsgbr Guidegnd download the Dexcom G6
app on your personal smartphone.

If you are new to using CGM, continue using your BG meter until you are familiar
with CGM usage.

If you are currently using the system without the Dexcom G6 CGM, or if you are
currently using the Dexcom G6 CGM, it is still very important that you review all
instructions in thisgJser Guidéefore using the system.

If you still have questions a er reading thiser Guidgcontact Customer Care 24
hours a day, 7 days a week.
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Emergency Kit

Warning: ALWAYS keep an emergency kit with you to quickly respond f
any diabetes emergency or in the case that your Omnipod 5 System stops

working. Always carry supplies to perform a Pod change should you need to
replace your Pod at any time.

O

Warning: NEVER drive yourself to the emergency room if you need
emergency medical care. Ask a friend or family member to take you to the
emergency room or call an ambulance.

Prepare an emergency kit to keep with you at all times. e kit should include:
e Several new, sealed Omnipod 5 Pods

»  Avial of rapid-acting U-100 insulin (see "1.5. General Warnings" o8 page
for insulins cleared for use in the Omnipod 5 Pod)

e Syringes or pens for injecting insulin

e Glucose tablets or another fast-acting source of carbohydrate

»  Dexcom G6 Continuous Glucose Monitor (CGM) System and supplies
»  Blood glucose test strips

*  Blood glucose meter

e Ketone test strips

e Lancing device and lancets

*  Alcohol prep swabs

* Instructions from your healthcare provider about how much insulin to inject
if delivery from the Pod is interrupted

» Asigned letter from your healthcare provider explaining that you need to
carry insulin supplies and the Omnipod 5 System

»  Phone numbers for your healthcare provider and/or physician in case of an
emergency

e Glucagon kit and written instructions for administering glucagon dosage
if you are unconscious (see "15.4. Avoiding Lows, Highs, and Diabetic
Ketoacidosis" on pagé&6

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.
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Omnipod 5 Pump
Important Safety Information
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Omnipod 5 Pump Important Safety
Information

. risk for developing hyperglycemia if
Pump Warnings insulin delivery is interrupted because
Omnipod 5 System Settingsand ~ the Pod only uses rapid-acting U-100
Training insulin. Faj!ure to hav_e an alternative

, method of insulin delivery can lead
Warning: DO NOT startto use your g very high glucose or diabetic
system or change your settings withouketoacidosis (DKA). Ask your
adequate training and guidance from healthcare provider for instructions for

your healthcare provider. Initiating  handling interrupted insulin delivery.
and adjusting settings incorrectly o -
can resultin over-delivery or under-  Varning: NEVER use insulin that

delivery of insulin, which could lead 'S expired or cloudy in the Pod as it

to hypoglycemia or hyperglycemia. May be damaged. Using damaged
Settings that impact insulin delivery ~ Of expired insulin could cause

mainly include: Pod Sk® , basal h_yperglycemla and put your health at
rate(s), Max Basal Rate, Max Bolus, "SK-

Correction Factor(s), Insulinto Carb  \Warning: AVOID administering

(IC) Ratio(s), Minimum Glucose insulin, such as by injection or

for Calculations, Target Glucose inhalation, while wearing an active Pod
and Correct Above, and Duration of  as this could result in hypoglycemia.
Insulin Action. e Omnipod 5 System cannot track

insulin that is administered outside of
the system. Consult your healthcare
Warning: ONLY use rapid-acting  provider about how long to wait a er
U-100 NovoLog® (insulinaspart),  manually administering insulin before
Humalog® (insulin lispro), and you start Automated Mode.
Admelog® (insulin lispro) insulin in _

the Omnipod 5 System as they have Omnipod 5 System

been tested and found to be safe for usgarning: Device components

with this system. NovoLog, Humalog, including the Pod, CGM transmitter,
and Admelog are compatible with the and CGM sensor may be a ected by
Omnipod 5 System for use upto 72 strong radiation or magnetic elds.
hours (3 days). Follow your healthcareDevice components must be removed
provider's directions forhowoento  (and the Pod and CGM sensor
replace the Pod. should be disposed of) before X-ray,
Warning: ALWAYS be prepared Magnetic Resonance Imaging (MRI),
to inject insulin with an alternative ~ Or Computed Tomography (CT) scan
method if insulin delivery fromthe (O any similar test or procedure).

Pod is interrupted. You are at increased @ddition, the Controller and

Insulin
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Important Safety Information

smartphone should be placed outside signi cant resistance while pressing

of the procedure room. Exposure the plunger down on the |l syringe.

to X-ray, MRI, or CT, treatmentcan Do not try to force the insulin into
damage these components. Check the Pod. Signi cant resistance may
with your healthcare provider on Pod indicate that the Pod has a mechanical
removal guidelines. defect. Using this Pod could result in
under-delivery of insulin that can lead

Warning: DO NOT expose any to hyperglycemia

Omnipod 5 System products or
supplies to extreme temperatures as \Warning: DO NOT apply a Pod if you
this results in them not functioning ~ see the cannula is extended beyond
properly. Store all Omnipod 5 System the adhesive backing a er the tab
products and supplies, including on the Pod is removed. is cannula
unopened Pods, in a cool, dry place. cannot be inserted resulting in under-
Pod delivery of insulin which could lead to
hyperglycemia.

W DONOTUREAPOGIYON  Weaning: ALWAYS chck e

) . gie infusion site 0 en to make sure the
acrylllc dadheswgs,k(_)r havelfraglleF())r 4 cannulais properly inserted and
eazl y rf‘mag?} skin. Applying EI‘ d 90 secured to the Pod. Verify that there is
under these circumstances could put 1, \yetness or scent of insulin, which

your health at risk. may indicate that the cannula has
Warning: ALWAYS dispose ofthe  dislodged. An improperly inserted,
Pod according to local waste disposal loose, or dislodged cannula could

guidelires. e Pod is considered result in under-delivery of insulin
biohazardous ar use and can which can lead to hyperglycemia.
potentially transmit infectious dlseaseswamin g: NEVER injectinsulin (or
Warning: DO NOT allow small anything else) into the Il port while

children access to small parts, such aghe Pod is on your body. Attempting
the Pod and its accessories, including to do so may result in the over-

the tab. Small parts could be swallowedelivery or under-delivery of insulin,
and pose a choking hazard. If ingestedvhich could lead to hypoglycemia or
or swallowed, these small parts could hyperglycemia.

cause internal injury or infection. Warning: DO NOT apply a new

Warning: NEVER inject large bubblesPod until you have deactivated and

or pockets of air when llingthe Pod removed the old Pod. A Pod that is not
with insulin. Airin the systemtakes  deactivated properly can continue to
up space where insulin should be and deliver insulin as programmed, putting
can a ectinsulin delivery. Doingso  you at risk of over-delivery of insulin,
could result in over-delivery or under- which can lead to hypoglycemia.
delivery of insulin, which can lead to

; . Warning: DO NOT continue using
hypoglycemia or hyperglycemia.

an activated Pod that fails to beep
Warning: NEVER use a Pod if, during a diagnostic test. e Pod
while you are lling the Pod, you feel ~ should be changed immediately. If the

18



Important Safety Information

Omnipod 5 App fails to beep during  sometimes used to promote healing
a diagnostic test, call Customer Care of diabetic ulcers, or to treat carbon
immediately. Continuing tousethe  monoxide poisoning, certain bone and
Omnipod 5 System in these situationstissue infections, and decompression
may put your health and safety at risk. sickness. Exposure to oxygen rich

- environments can result in combustion
Warning: DO NOT expose a Pod of the Pod or Omnipod 5 Controller,

time. Remove your Pod prior to using \k')Vh('jCh can cause severe burns to the
hot tubs, whirlpools, or sausaese ody.

conditions could expose the Podto  Warning: DO NOT use the

extreme temperatures and may also  Omnipod 5 System in high

aect the insulin inside the Pod which atmospheric pressure environments
could lead to hyperglycemia. (above 1060 hPA), which can be found

Warning: Do NOT expose your in a hyperbaric chamber. Hyperbaric,

Pod to water at depths greater than 252" h'g? pressure(:],l ;:hamberts, ﬁre i
feet (7.6 meters) or for longer than 60 SOMEUMeSs used 1o promote healng

minutes because damage to the Pod crﬁgr;%?fdtg U(I)?;r;’i r?r t?:gretlsitncsgaznan d
can occur. is could resultin over- P g,

delivery or under-delivery of insulin, tissue infections, and decompression

which can lead to hypogiycemiaor ~ SICKNesS. Exposure to high
hyperglycemia. atmospheric pressure environments

can damage your Pod and Omnipod 5
Warning: DO NOT use the Omnipod Controller which could resultin under-
5 System at low atmospheric pressuredelivery of insulin which can lead to
(below 700hPA). You could encounter hyperglycemia.

such low atmospheric pressures at high

elevations, such as when mountain ~_ —ontrollerand Smartphone

climbing or living at elevations above \Warning: ALWAYS identify the
10,000 feet (3,000 meters). Change  Omnipod 5 App as yours before using
in atmospheric pressure can also it. Using someone else's Omnipod
occur during take-o withairtravel. 5 App can result in incorrect insulin
Unintended insulin delivery can occur delivery for both of you.

if there is expansion of tiny air bubbles Warning: ALWAYS keep your

that may exist inside the Pod. is can . -

result in hypoglycemia. Itis important OMNIPOd 5 App secure and within

to check your glucose frequently your control to ensure qthers cannot

when ying to avoid prolonged mqke changes to your insulin t_herapy

hypoglycemia. which can Iea_ld to hypoglycemia or
hyperglycemia. Do not share your

Warning: DO NOT use the Omnipod Controller PIN or your smartphone

5 Systemin oxygen rich environmentsscreen lock security with anyone.

(greater than 25% oxygen), which Warning: ALWAYS contact

include home or surgical areas that Customer Care if your Omnipod 5

use supplementary oxygen and .
hyperbaric chambers. Hyperbaric, ~ SYStem Controlleris damaged and
not working properly. If a Controller

or high pressure, chambers are

to direct sunlight for long periods of
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replacement is needed, ALWAYS result in under-delivery of insulin
consult with your healthcare provider which can lead to hyperglycemia.
to get instructions on using other
backup insulin delivery methods, like
insulin injections. Make sure to check
your glucose frequently.

Warning: ALWAYS monitor your
glucose and follow your healthcare
provider's treatment guidelines when
you stop receiving insulin due to a
Warning: You will NOT be able to use blockage (occlusion). Not taking

the Omnipod 5 App if: action promptly could result in under-
delivery of insulin which can lead to

*  Youhavenotinstalled a required hyperglycemia or diabetic ketoacidosis

update to the Omnipod 5 App

«  Anupdate forthe Omnipod5 ~ (PKA) ((ieéA Blockage Detected”
App s not yet available tx a on page 163
known issue Glucose Monitoring

*  Yoursmartphone deviceisno  \Warning: ALWAYS follow your
longer compatible with use of the healthcare provider's guidance on

Omnipod 5 App appropriate glucose monitoring
«  eoperating system of your to avoid hyperglycemia and

smartphone has notyetbeen  hypoglycemia.

tested for safety by Insulet Warning: NEVER drive yourself

Use the Insulet-provided Controller  t0 the emergency room if you need

or a di erentinsulin delivery method. €mergency medical care. Ask a friend
Failure to deactivate your Pod and use?" family member to take you to the
another form of insulin delivery could €mergency room or call an ambulance.

resultin the over-delivery orunder-  \Warning: Glucose below 70 mg/

delivery of in;ulin. is can lead to dL may indicate hypoglycemia (low

hypoglycemia or hyperglycemia. glucose). Glucose above 250 mg/dL

may indicate hyperglycemia (high

glucose). Follow your healthcare

\SNEE) ning: hY0L115mUSt use ti}ehOmnipod rovider's suggestions for treatment.
p within 15 minutes of the onset o{jv .

the Pod Shut-O advisory alarm. Ifyou/2MNiNg: ALWAYS promptly

do not respond to this alarm within _ teatglucose below 70 mg/

this time, the Omnipod 5 App and PoddL (YPoglycemia) according

sound a hazard alarm and your Pod 0 Your hea(l;hgare pgovid(?[r's .
stops delivering insulin which can lead€cOMMeNdalons. symptoms o
hypoglycemia include weakness,

Alarms

to hyperglycemia. sweating, nervousness, headache,
Warning: ALWAYS respond to or confusion. Ifle untreated,

Hazard Alarms as soon as they occur.hypoglycemia can lead to seizure, loss
Pod Hazard Alarms indicate that of consciousness, or death.

insulin delivery has stopped. Failure

to respond to a Hazard Alarm could ~ //@Ming: DONOT watt to treat

hypoglycemia (low glucose) or
symptoms of hypoglycemia. Even if
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you cannot check your glucose, waiting ~ seizure, loss of consciousness or
to treat symptoms could lead to severe  death.
hypoglycemia, which can lead to

! . »  Erroneously low CGM
seizure, loss of consciousness, or death.

values can cause prolonged
Warning: ALWAYS promptly insulin suspension leading to
treat hyperglycemia (high glucose) hyperglycemia, DKA, or death.
according to your healthcare provider'
recommendations. Symptoms of
hyperglycemia include fatigue, thirst
excess urination, or blurry visionldf
untreated, hyperglycemia could lead t
diabetic ketoacidosis (DKA), or death.

Warning: ALWAYS treat "LOW"

or "HIGH" CGM values and "LO"

or "HI" blood glucose readings

according to your healthcare provider's> | 1, p Precautions
recommendations. ese values can

indicate potentially serious conditions Omnipod 5 System

requiring immediate medical Caution: DO NOT use any

attention. If le untreated, these component of the Omnipod 5 System
situations can quickly lead to diabetic (smartphone, Controller, Pod) if you

ketoacidosis (DKA), shock, coma, or
death. suspect damage a er an unexpected

event such as dropping or hitting
Warning: ALWAYS be aware of on a hard surface. Using damaged
your current CGM value, trusthow  components may put your health at
your body feels, and do notignore  risk as the system may not be working
symptoms of high and low glucose.  properly. If you are unsure if one
Even though insulin delivery adjusts  or more of your components are
automatically in Automated Mode ~ damaged, stop using the system and
with the goal of bringing your glucose call Customer Care for support.

level to your de ned Target Glucose, .
; Caution: NEVER use a blow dryer
severe hypoglycemia or hyperglycemlgr hot air to dry the Controller or

may still occur. Pod. Extreme heat can damage the
If your CGM values do not match your electronics.

symptoms, ALWAYS check your blood o
glucose using a BG meter, consider Caution: ALNAYS make sure your

treatment and/or CGM sensor battery has adequate charge prior to

calibration if necessary. ALWAYS installing a so ware update.

switch to Manual Mode if you feel you Caution: If you decide later to

are receiving inaccurate CGM values. switch between the Controller and

your smartphone, you will need to
start setup again on the new device.
New setup requires entry of all your
personalized settings. Consult with

i you are having symptoms that are
not consistent with your blood glucose
' readings and you have followed all
instructions described in thidser

uide contact your healthcare
provider.

»  Erroneously high CGM values ca
cause excessive insulin delivery,
leading to severe hypoglycemia,
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your healthcare providerifyouare  Caution: ALWAYS be aware of
unsure about how to set up the new possible changes to your time zone
device. If you are wearing a Pod and when traveling. If you do not update
need to switch devices, you will need your time zone, your insulin therapy
to deactivate your Pod and activate  will be delivered based on your
anew one, since the Pod cannot old time zone which may cause
communicate with two devices at one disruptions in your insulin delivery
time. If possible, wait to switch betweeschedule and inaccurate history logs.
devices until a scheduled Pod changeTalk to your healthcare provider about

Caution: ALWAYS check your glucoseh%v.\l' o mar|1_agebyour insulin delivery
frequently during amusement park while traveling between time zones.
rides al ying or other situations Caution: DO NOT reset the

where sudden changes or extremes ofomnipod 5 App or clear the app data
air pressure, altitude, or gravity may before checking with your healthcare
be occurring. oughthe Omnipod  provider. is will erase all of your

5 System is safe to use at atmosphericsettings, Adaptive Basal Rate, and
pressures typically found in airplane  history, and require you to change your
cabins during ight, the atmosphere  active Pod. Before resetting or clearing
pressure in an airplane cabin can app data, make sure you have a current
change during ight, which may record of your settings and a new Pod
aect the Pod's insulin delivery. Rapid with supplies to use when restarting
changes in altitude and gravity, such aghe app.

those typically found on amusement Caution: AVOID storing Omnipod 5

Iparl‘rlgirr:des ?]r |ghttti::11ke-"?1 Snﬁlv . System components and suppliesin a
Ia ding’tca a E;gl hsu Ie ﬁ“y ' place where children, pets, or pests may
€ading to possible ypoglycemia access. Unintended access could result

ﬁr "}Jtl;]ry' y need%d, TOI,[IOW,[y our t in damage to system parts or impact
ealthcare provider's treatmen their steriliy.

instructions.

Caution: ALWAYS check your glucosepOd

frequently when you use very low Caution: DO NOT use a Pod if the
basal rates. Checking your glucose  sterile packaging is open or damaged,
frequently can alert you to the presencthe Pod has been dropped a er

of a blockage (occlusion). Blockages removal from the package, or the Pod

can resultin hyperglycemia. is expired as the Pod may not work
Caution: ALWAYS tap START prope_rly and increase your risk of
INSULIN to start insulin delivery infection.

aer a pause period has ended Caution: ALWAYS insert the |l
during Manual Mode use. Insulin syringe into the Il port and not into
delivery does not automatically any other location on the Pod. Do

starta er apause. If you do notstart notinsertthe Il syringe more than

insulin delivery, you could develop  once into the Il port. Use only the I

hyperglycemia. syringe and needle that came with your
Pod. e Il syringe is intended for
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single use only and should only be usedaution: ALWAYS check for signs
with the Omnipod 5 System. Failure  of infection o en. If an infusion site
to follow the instructions above may  shows signs of infection:

result in damage to your Pod. - Immediately remove the Pod

Caution: NEVER reuse the Pod & and apply a new Pod at a di erent
syringe or try to use a |l syringe that infusion site.

did not come with your Pod. Always
dispose of the used Pod and Il syringe
according to local disposal guidelines.
Only use a new Pod with included I
syringe with each Pod change. Always
carry supplies to perform a Pod chang# you see blood in your cannula, check
should you need to replace your Pod agour glucose more frequently to ensure
any time. insulin delivery has not been a ected.

. If you experience unexpected high
_Cautlon. _ALWAYS follow thesg steps giucose, change your Pod.
in preparing your site. If your site is _ _ _ _
not cleaned properly or if your hands Caution: Use caution while cleaning
are dirty, you increase your risk of the Pod on your body. Hold the Pod

Contact your healthcare provider.
Treat the infection according to
instructions from your healthcare
provider.

infection. securely so the cannula does not kink
. Washyour hands. zli]iﬂ the Pod does not detach from your

e Cleanthe top of the insulin vial

with an alcohol prep swab. Caution: DO NOT use strong

detergents or solvents such as cleaning

» Clean your infusion site with soap solutions, aerosol sunscreen, or aerosol
and water or an alcohol prep swabbug spray on your Pod. e use of such
and let it dry completely. items can irritate the infusion site or

» Keep sterile materials away from damage the Pod.

any possible contamination. Controller

Caution: ALWAYS apply the Podas  Caution: AVOID turning Automatic
directed. If you are applying a Pod in - Time Zone OFF on the Controller.

a place that does not have a lot of fattyf you turn Automatic Time Zone
tissue, squeeze the skin around the P@FF, your Controller will not be

until aer the cannula has inserted.  able to detect when your device time
Blockages (occlusions) may resultif - zone and insulin delivery time zone
you do not use this technique for lean do not match. Delivering insulin
areas. based on a di erent time zone than

Caution: ALWAYS rotate insulin your local time may cause errors in
infusion sites to help prevent infusion InSulin delivery and data logging,

site complications like scar tissue and Which can lead to hypoglycemia or
infection. Rotating insulininfusion  NyPerglycemia.

sites reduces the risk of scarring. Caution: ALWAYS plug in and charge
Using a site with scar tissue can lead t§our Controller when you see the low
problems with insulin absorption.  battery message. If the battery charge
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becomes critically low, the Controller Caution: DO NOT use solvents

turns itself g and you will not receive  to clean your Controller. DO NOT
alow battery hazard alarm. Without  immerse your Controller in water as it
the use of the Controller, you will is not waterproof. e use of solvents
not be able to make changes to your orimmersion in water could result in
insulin delivery, which could resultin damage to the Controller.

the over-delivery or under-delivery of i, b NOT allow debris or
insulin that can lead to hypoglycemia liquid to get into the USB port, speaker,

or hyperglycemia. sound/vibrate button, or Power button
Caution: DO NOT expose your while cleaning the Controller. Failure
Controller battery to high heat [> to do so could result in damage to the

86°F (> 30°C) during storage and >  Controller.
104°F (>40°C) during use]. Do not
puncture, crush, or apply pressure
to your battery. Failure to follow Caution: DO NOT navigate away
these instructions could resultinan  from the Omnipod 5 App while you
explosion, re, electric shock, damage are in the process of making changes
to the Controller or battery, or battery to your insulin delivery settings. If you
leakage. leave the App before you are able to
save the setting change and before the
App is able to put the setting change

Smartphone

Caution: DO NOT expose your
Controller to extreme temperatures . i t th " il conti
while in storage or during use. Extremd'© € €Ct, th€ System Wil continue

heat or cold can cause the Controller &0 USE your last saved settings. As a
malfunction. Extreme heat is de ned '€Sult, you may continue with therapy

as >86°F (30°C) during storage and settings that you did not intend. If you
>104°F (40°C) during Use. Extreme &€ Unsure about whether your changes
coldis de ned as <32°F (0°C) during Ve'® saved, review your settings.
storage and < 41°F (5°C) during use. Caution: DO NOT stop the Omnipod

Caution: Use ONLY the USB charging® ~PP & \t/t\:aybthait(stops ('jt frorﬁ] q
cable that you received in the box running in the background (calle

with your Controller. AVOID using for(c)e stppp(;nsg) on your tst;nartphone.
alternative charging cables or other e Omnipod 5 App must be open or

accessories, as they may damage thebe r'unning in the background in order
Controller or a ect the way it charges  ©© dlsrtplﬁy andl fs;(r)]und alz_irmston the
in the future. If you must use a di erent SMarpnone. frihe Appis not running,

cable, use only cables less than or equfg! Could miss important alarms and
to 4 feet (1.2 meters) in length. noti cations on the smartphone. If you

do not hear alarms and noti cations
Caution: DO NOT place the from your smartphone, you might not
Controller in or near water because thenake the changes you need to make
Controller is not waterproof. Failure  to your therapy in a timely manner.

to do so could resultin damage to the Your Pod will continue to operate and
Controller. sound alarms. In addition, if you stop
the Omnipod 5 App while sending
commands to the Pod, the command

24



Important Safety Information

can be interrupted and may notbe  "26.5. Pod Communication Issues —
completed. "Try Again™ on pagé49

Caution: DO NOT delete the Caution: DO NOT use portable radio
Omnipod 5 App while you have an  frequency (RF) communications
active Pod, and DO NOT clearthe  equipment (including peripherals
Omnipod 5 App data. If you do, your  such as antenna cables and external
Pod will remain active, butyouwill  antennas) closer than 12 inches (30
not be able to control your Pod even if cm) to any part of the Omnipod

you re-install or re-open the App. You 5 System, as it may impact the

must remove the Pod in order to stop  communication between your

receiving insulin. smartphone or Controller and your
Caution: DO NOT attempt to Pod.
use the Omnipod 5 Appona Alarms and Sound

smartphone device with unauthorized
modi cations. If you do, you will not
be able to use the Omnipod 5 App.

Caution: ALWAYS respond to Pod
Expiration, Low Pod Insulin, and Pod
Shu- O Advisory Alarms when they
Caution: DO NOT install apps on occur. ese alarms escalate to Hazard
your smartphone from untrusted Alarms if no action is taken. When

sources. ese apps may contain Hazard Alarms occur, insulin delivery
malware that may impact use ofthe  stops.

Omnipod 5 App. Install apps only from

trusted sources (i.e. Google Play). Caution: Permanently silencing a Pod

alarm requires the Pod to be removed
Caution: DO NOT enable any from your body. Once removed and
app development settings onyour  discarded, promptly activate a new Pod
smartphone. Enabling these settings to avoid going too long without insulin,
may cause issues with the Omnipod  which could lead to hyperglycemia.

gﬁéprgtgnd preventnormal app Caution: ALWAYS check the alarm

’ function when you change the Pod if
Communication you suspect any issue with the Pod's
Caution: When there is no sounds to ensure you don't miss

communication between the Pod and Illmportant alarrns during use (see

the Controller or smartphone, the Pod Check alarms” on pag6?2).

continues delivering insulin according Caution: ALWAYS make sure you can
to settings active on the Pod before  hear alarms and noti cations when
losing communication. For example, paired to alternative audio devices (e.g.
automated insulin delivery fromthe  Bluetooth speaker, headphones).

Pod will continue in Automated Mode.
Restoring communication is needed
to see your system status, noti cations
and to send new instructions to the
Pod. To restore communication try
bringing the Controller or smartphone
within 5 feet (1.5 m) of the Pod. See

Caution: AVOID setting your
Controller or smartphone to Silent,
Vibrate or any other setting that
prevents you from hearing alarms and
noti cations from your Omnipod

5 App, such as Digital Wellbeing for
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Android tools that limit sounds and

noti cations. If you do not hear alarms
and noti cations from your Controller
or smartphone, you might not make
the changes you need to make to your
insulin therapy in a timely manner.
Your Pod wiill still sound, and you will
be able see the Alarm or Noti cation
displayed on the Omnipod 5 App. See
"13.3. Sounds and Vibrations" on page
157to learn how to manage sounds
and vibrations.
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2 System Terminology and Navigation

2.1. Terminology

Term Description

Activation e process of waking up a Pod and setting up,
exclusive communication with the Omnipod 5
App that woke it up.

Adaptive basal rate Insulin delivery, in units per hour, that is

calculated by SmartAdjust™ technology to
aim your glucose to your target. is amount
changes over time based on your insulin delivery
history.

Advisory Alarm An alarm that alerts you to some aspect of th
Omnipod 5 System that will need your attention
in the near future, such as a low amount of
insulin remaining in your Pod.

Automated Mode An insulin delivery method that uses your
insulin delivery history, CGM value and
trend to automatically increase, decrease, and
pause delivery of insulin based on current and
predicted glucose values using a customizable
glucose target, or Target Glucose.

Automated Mode: Limited |  Automated insulin delivery used when CGM
values are not available. Insulin delivery is based
on your settings and recent history.

D

Basal insulin A small amount of insulin that is delivered
throughout the day and night to help keep
glucose stable.

Basal Program Insulin delivery schedule used to deliver insulin

in Manual Mode. Also considered in some
instances for Automated Mode

Basal rate e number of units of insulin delivered in
one hour (U/hr).
BG Blood Glucose
Bolus insulin A dose of insulin delivered for meals with
carbohydrates and/or to correct a high glucose.
Cannula A small, thin tube inserted under the skin that

the Pod uses to deliver insulin.

Carbs (carbohydrates) Sugars and starches that are consumed and the
body breaks down into glucose.
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System Terminology and Navigation 2

CGM (Continuous Glucose System to track glucose throughout the day and

Monitor) night, supplied by a third-party medical device
manufacturer.

CGM sensor Component of a CGM that is inserted under the
skin to measure glucose in interstitiad.

CGM transmitter Component of a CGM that sends CGM values
to the Pod.

CGM value Glucose measured by a CGM. CGM values

include trend, which indicates whether your
glucose is going up, down, or remaining steady.

Connecting In Omnipod 5, "connecting" refers to setting
up wireless communication between system
components. Omnipod 5 uses Bluetooth®
wireless technology to communicate with you
Pod and from the CGM transmitter to the Pod.

Controller Omnipod 5 device, supplied by Insulet,

that contains the Omnipod 5 App for use to
control the Omnipod 5 System. A compatible
personal smartphone may be used with the
Omnipod 5 App installed instead of a Controller.
roughout the User Guidghe term Controller
refers to the handheld Insulet-provided devic

Deactivate Preferred method for shutting down the Pod.
Deactivation turns o insulin delivery in the Pod
and allows the Omnipod 5 App to activate a new

=

D

Pod.

Device In Omnipod 5, ‘device” refers to the smartphaone
or Omnipod 5 Controller used to control the
Omnipod 5 App.

Discard Pod When a communication problem prevents you

from deactivating a Pod, the DISCARD option
allows Omnipod 5 to activate a new Pod without
shutting down the active Pod. Always remove a

"discarded" Pod from your body, as it may still be
delivering insulin.

Hazard Alarm An alarm that alerts you to a problem with the
Omnipod 5 System that needs your immediate
attention, such as a disruption to your insulin
delivery.

Hyperglycemia High glucose. A higher-than-normal level of
glucose in the blood; generally above
250 mg/dL.
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2 System Terminology and Navigation

Hypoglycemia Low glucose. A lower-than-normal level 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.

Infusion site e place on the body where a Pod's cannula is
inserted to deliver insulin.
Insulin on board (IOB) Insulin that is still active (available to lower

glucose) in the body.

Ketoacidosis (Diabetic Diabetic ketoacidosis (DKA) is a serious

ketoacidosis, or DKA) condition in which extremely high glucose
and a severe lack of insulin cause the body to
break down fat for energy. e breakdown
of fat releases ketones into the blood and
urine. DKA can take hours or days to develop,
with symptoms that include stomach pain,
nausea, vomiting, fruity breath odor, and rapid
breathing.

Ketones Acidic by-products that result from the

breakdown of fat for energy. e presence of
ketones indicates that the body is using stored fat
(instead of glucose) for energy.

Line of sight How to wear the Pod and CGM on the same
side of the body in a way that the two devices can
"see" one another without your body blocking

their communication.

Manual bolus A bolus amount chosen by you (not calculated
by the SmartBolus Calculator).

Manual Mode Insulin delivery method that delivers insulin

amounts according to the basal rates in your
Basal Program.

Microbolus A small amount of insulin calculated by
SmartAdjust technology delivered automatically
by the Pod every 5 minutes during Automated

Mode.
Omnipod 5 Application So ware on the Controller or smartphone that
(App) is the primary user interface of the Omnipod 5
System.

SmartAdjust™ technology]  Pod so ware used to calculate automated insulin
delivery, as o en as every 5 minutes to bring
your glucose to your customized glucose target,
or Target Glucose. SF
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Target Glucose e user-customizable glucose target used hy
both SmartAdjust technology and the Omnippd
5 SmartBolus Calculator to calculate how much
insulin you need based on both your manually
entered blood glucose readings and the CGM
values from your Dexcom G6. Target Glucose
can be set from 110-150 mg/dL in 10 mg/dL
increments.

Units How insulin is measured.

2.2. Using the Touchscreen and Entering Information

is section explains how to use the touchscreen, how to enter numbers or text
into the Omnipod 5 App, and how thilser Guiddescribes moving between
Omnipod 5 App screens.

Note: If you are using your smartphone with the Omnipod 5 App, images in this
section may di er from your smartphone.

Touchscreen Basics

e O mnipod 5 App displays messages and options for you on its touchscreen.
Tapping and swiping

e basic instructions for interacting with the touchscreen are explained here.

. -

| Swipe Touch a starting point and move your nger up,
k@ down, le , or right.

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

Touch the screen, then li your nger up.

Note: A screerprotector may decrease the touchscreen sensitivity.

Screen time-out and brightness

e screen on theControllerturns black, called “timing-out", a er a period of
inactivity. To control the screen time-out and brightness setting§seen
Display" on pagk25 e screen dims 6-10 seconds before it times out. If the
screen dims, tap the screen to prevent it from timing out.
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2 System Terminology and Navigation

Entering Numbers and Text

Tapping in an editable eld can bring up a keypad or number pad.
Using akeypad

Change a s df gh j k I

between upper Delete most
andlowercasep 4 Z X ¢ v b n m €@ openy

Open a di erent i
PR IR | . @

o Close keypad
Minimize i after entering text
keypad after No function ~ Space bar (DONE)
entering text

Using a number pad

1 2 3 - Not used
4 5 6 ¥
Delete most
7 8 9 aQ— recent entry
. 0 . Close keypad
Not used » after entering
Minimize
keypad after

entering text
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Using a scroll wheel

Tapping an editable eld can bring up a scroll wheel. Place your
nger on the scroll wheel. Swipe up or down to select your desired
value. e faster you move your nger, the faster the wheel will

0.80 e scroll.
0.75 ume

0.70  u/hr

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.

Using a slider

Use sliders to select a value from a scale. Place your nger
/\ on the small open circle and move your nger until your

desired value is displayed. Move your nger along the

circle to move the slider. Move your nger clockwise

for a larger number and counterclockwise for a smaller

number. Li your nger when the desired value is

displayed.

Selecting, Adding, and Deleting Items
Toggles
® Tap atoggle to change the selection from one side to the other.

Toggles allow you to turn a feature ON or OFF. e toggle is on the right
side and purple when a feature is ON, and on the le and gray when a
feature is OFF.

Add and delete buttons

® 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.

@ Ared x in a circle indicates that you can remove an item from alist. To
remove the item, tap the red x.
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2 System Terminology and Navigation

Navigation Buttons and Navigation Shorthand

Options button

e Options button ( § ) appears on the

[ Ry O right side of certain lists. Tapping the
Options button brings up a list of options

relevant to the item on that row.
User Guide navigation shorthand

e User Guideses the>" symbol to indicate navigating from one screen to
another. For example:

e Menu button (=) >Pod > CHANGE POD
tells you to:
1. Tapthe Menu button=) in the upper le of the Home screen.
2. TapPodto open the Pod screen.
3. TapCHANGE PQD
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3 Omnipod 5 System Overview
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Available tasksineachmode................cccoviiiiiinan.. 52....
Identifying Systemmodes. ... 54......

3.1. Omnipod 5 App and Dexcom Communication

e Omnipod 5 System communicates with the Dexcom G6 Continuous
Glucose Monitoring (CGM) System.

* e Pod delivers insulin to your body, receives commands from the
Omnipod 5 App, receives CGM values from Dexcom CGM transmitter,
sends CGM values to the Omnipod 5 App and automatically adjusts insulin
delivery in Automated Mode.

*  Your Dexcom G6 transmitter sends CGM values to the Pod and to the
Dexcom G6 app. e Omnipod 5 App does not communicate directly with
the Dexcom G6 app. For CGM-speinformation, refer to youbexcom
G6 CGM System User Guide

» e Controller or a compatible smartphone lets you control the Pod using the
Omnipod 5 App.

Controller
or smartphone, with
Omnipod® 5 app Dexcom G6% app

Pod receives CGM values @: = ‘
- - || wecemGs | -

Omnipod® 5 Pod Dexcom G6% CGM
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3.2. Omnipod 5 App

You use the Omnipod 5 App to control and monitor the Pod's operations
using Bluetooth® wireless technology. You can use the pvitteslleror a
compatible smartphone with the Omnipod 5 App.

Caution: AVOID leaving your Controller or smartphone in a place that
would prevent you from hearing alarms and nations from your
Omnipod 5 App. Delivery of insulin in Manual Mode or Automated Mode
continues as programmed if you move away from your Controller or
smartphone.

The Omnipod 5Controller

Sound/vibrate
button

DASHBOARD INSULIN POD INFO

INSULIN ON BOARD

4— Power button:
Used for
wake/sleep
and on/o.

Note: If you press
the power button
for too long, you'll
6.05 see a Power O

Units E option. Do NOT
powero. Tap
outside that
menu.

LAST BOLUS CGM GRAPH

Feb 10 (7:32 pm) VIEW

Micro USB C port:
Used for charging the battery
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3.3. Lock Screen and Security

Warning: ALWAYS identify the Omnipod 5 App as yours before using it.
Using someone else's Omnipod 5 App can result in incorrect insulin delivery
for both of you.

Warning: ALWAYS keep your smartphone or Controller safe and within
your control to ensure others cannot make changes to your insulin therapy.
Unintended changes to your insulin delivery could result in over-delivery or
under-delivery of insulin, which can lead to hypoglycemia or hyperglycemia.
Be careful who you share your Controller PIN or your smartphone screen
lock security with.

Omnipod 5 App Security on Your Controller

A er you set up your provide@ontroller, the Lock and PIN screens appear
whenever you wake up ydDontroller.

e Lock screen displays:

» Your selected background image

» Today's date and time

* Your customized message

e ecurrent system mode

e eamount of insulin on board

* Anyalarm or noti cation messages
Unlock your Controller

In the remainder of thiglser Guidgnstructions to "wake up" or "unlock the
Controller mean to do the following:

1. Press and release the Power button.

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

3. Enteryour 4-digit PIN.

4. TapOK e Home screen or your most recent screen appears.

Lock your Controller

To lock yourControllerwhen you are nished using it:

¥ Press the Power button brie y. is locks th@ontrollerby putting it to sleep.
Note: Keep youControllerin a safe, accessible location.

38



Omnipod 5 System Overview 3

Caution: ONLY press the Power button on the Controller for less than 1
second or you may accidentally turn the powef ihe Controller displays
amessage asking if you would like to "Power O ", tap outside the message
to cancel the message. If you accidentally power o your Controller, you can
miss important noti cations and alarms from the Omnipod 5 App. If you do
not hear alarms and noti cations from your Controller, you might not make
the changes you need to make to your insulin therapy in a timely manner.

e Pod will alarm regardless of whether the state of the Controller is On or
0.

Forgot your PIN?

If you have problems with your PIN, contact Customer Care. For contact
information, see the Customer Care card at the front df#gsGuide
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3 Omnipod 5 System Overview

3.4. Status Bar

At the top of the screen is a status bar that shows icons for both the Omnipod 5
App and your Controller or smartphone. e following icons will display when
applicable:

7

& ¥ 90% m 941 PM

e Omnipod 5 Status icon
» Batterylevel =

DASHBOARD INSULIN POD INFO

» Battery charging indication

INSULIN ON BOARD

e Currenttime

Status bar icode nitions:

@ Omnipod 5 status (system mode :
=% and IOB) — Automated Mode

Omnipod 5 status (system mode e oo

and I0OB) — Manual Mode 6;95 |2/
A Hazard alarm Feb 10 (7:32 pr) VIEW
i, Advisory alarm @

‘ Action ltem noti cation

@ Reminder

[ Jn Vibrate/Mute

A Airplane mode ON

~b. Bluetooth wireless technology
setting ON

wug Cellular connectivity

¥ Wi-Fi

Note: Swipe down from the status bar for more details on what's currently
displayed on the status bar. en, swipe up to close.

Note: Device-speci ¢ icons such as Wi-Fi and vibrate/mute may vary in
appearance.
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3.5. Home Screen

is section introduces you to what you may see on the OmnipdgpHome
screen. Di erent information will display depending on which system mode is

activated.
Alarms and Noti cations
I
Statusbar —p bﬁ- ¥ 90% @ 347 PM
Menu button = a nuomated [ ¢— Current System Mode
Tab Views DASHBOARD INSULIN POD INFO
I0B0.15U
4— Tab View Display;
1 2 1 e information will vary
based on the selected
mg/dL Tab View.
Dexcom CGM
ey
LAST BOLUS CGM GRAPH 4— CGM Graph

Amountand —»
time of the last 6.05 |~
bolus; shows nits
0B when bolus Feh 10 (7:32 pm) VIEW
IS IN Progress Bolus button; disabled

@ < (grayed out) when an

immediate or extended

bolus is in progress

e Home screen tab view that you select determines what information displays
on the screen. To change the information displayed:

*  TapDASHBOARINSULIN, or POD INFO

»  Swiperight or le inthe middle portion of the screen (directly below the
Home screen tabs) to move between tab views.

» Ifanimmediate bolus is in progress, a bolus progress bar and a button to
cancel the bolus are shown on the Home screen. e three tabs are not visible
if an immediate bolus is running. (See "17.6. Delivering an Immediate Bolus"
on page4s).
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DASHBOARD Tab

e DASHBOARMD displays the b % 90% B 941 PM
following information. =

Note: e DASHBOARIfab shows
di erent content if a CGM transmitter is
paired to the Omnipod 5 App. INSULIN ON BOARD

Without paired CGM transmitter

e INSULIN ON BOARDRB): value
displays when IOB is available.

* INSULIN ON BOARDB):
displays as dashes when IOB is
unavailable or there is no Pod
Commun|cat|0n Talb/IORE LAST BOLUS CGM GRAPH
INFORMATIOfr possible
reasons. 6.05 |~

Units

DASHBOARD INSULIN POD INFO

Feb 10 (7:32 pm} VIEW

®
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With paired CGM transmitter
* INSULIN ON BOARDB)

*  CGM valuewith trend arrow): when
a CGM value is available. SE®5.
CGM Trend ArrOWS" on pa®8 DASHBOARD INSULIN FOD INFO

e CGM valudwithout arrow): when
transmitter supplies a CGM value
but is unable to report CGM trend.

«  HIGHwhen CGM value received 1 2 1 e
from your CGM transmitter is
greater than 400. See "19.4. CGM ma/dL
Va|ues" on paﬁ? Dexcoln CEM

e LOW when CGM value received ==z

from your CGM transmitter is less LAST BOLUS CGM GRAPH
than 40. See "19.4. CGM Values" on

page277 6.05 |~/
) Units
e DASHBOARIab also displays
information related to potential CGM
communication issues. Sege279for @

# wa0% m 241 PM

= a

Automated

I0B0.15U

Feb 10 (7:32 pm} VIEW

more information.

A progress bar appears when a bolus is i
progress (see "16.3. Tracking the Progress
of a Bolus" on pa@a4).
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INSULIN Tab

e INSULINab label changesA€ TIVITWhen the Activity feature is enabled in
Automated Mode or td EMP OMhen a temp basal is running in Manual Mode.

Manual Mode

By default, in Manual Mode, tHeSULIN = ra
tab shows the name and graph of the user-
de ned Basal Program. A label below the B{ PASHBOARD — INSULIN FODANED
Program's name indicates whether the liste
Basal Program is: Weckaay

(1 umr ]

* Inprogress— is program is running on s ;
the active Pod. 075 0.75

' Manual

e Paused—is program will resume wherj 1zs» — sam Tiam s 12am
you start insulin delivery. Total: 22.2 U/day i

e Current— ere is no active Pod. is .
program will be sent to your next Pod
during activation.

When there is a Basal Program in progress, a green vertical line marks the current
time. e numbers above the graph indicate the basal rate for each time segment.

e total daily amount of basal insulin in Manual Mode is shown beneath the
graph. is total is the amount of insulin that the Basal Program in progress is
scheduled to deliver in a 24-hour period. is 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 "Browsing Your History and Records'183 page

TapVIEWO see details about other Basal Programs.
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Temp basal

When atemp basal is running, the _ P
INSULINab label changest&MP ON - }

and is highlighted in light blue. It displays| oasisoars ~ Tempon  rop inFo
the temp basal graph and allows you to

Manual

cancel the temp basal. See"7.1. About Temp Basal
Temporary Basal Rates" on pHgé In progress (4 “fSJT
L5 ehr
1.5 |
0.75 1 06 075
1Zam Sam Bam 12pm Spm Spm 12am
Decrease ‘ 20% CANCEL  VIEW

# wa0% m 241 PM

Automated Mode = a

In Automated Mode, thENSULIXab
showsAUTOMATED MODE: ACTIVE
and display$ AST BOLUSHiIdCGM IOB 0.15

INFQ For more information on AUTOMATED MODE: ACTIVE
using Automated Mode, sédout
Automated Mode" on pa@89

):: Automated

DASHBEOARD INSULIN FPOD INFO

# wa0% m 241 PM

= a

) Automated

Activity feature

In Automated Mode, whethe Activity
feature is enabled, tR¢SULINab label 0B 0.15U
changes tACTIVITMighlighted in

green, and showsctivity is ON See

"23.1. About the Activity Feature” on

page302for more information. Activity is ON

DASHBOARD ACTIVITY POD INFO

Remaining: (4 hrs 59 min) CANCEL
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POD INFO Tab % 9 90% @ 941 PM

e POD INF@b shows whether thereis = P
an active Pod, and, if so, how muchinsuli ,,c.e0a00  nsuin —
le inthe Pod and when the Pod will expir

Manual

POD STATUS

If the Omnipod 5 App cannot
communicate with an active Pod, @D 27 vieftin Pod
INFOtab showsNlo Pod Communicatior T —
Tap MORE INFORMATION for details. Y e 1101015 )

VIEW POD DETAILS

Caution: When there is no communication between the Pod and the

Controller or smartphone, the Pod continues delivering insulin according
to settings active on the Pod before losing communication. For example,
automated insulin delivery from the Pod will continue in Automated Mode.
Restoring communication is needed to see your system status, noti cations, and
to send new instructions to the Pod. To restore communication, try bringing
the Controller or smartphone within 5 feet (1.5 m) of the Pod. See "26.5. Pod
Communication Issues —"Try Again™ on pa¢@

If there is no active Pod, tR©D INFEab % ¥ a0% @ 941 PM
showsNo Active Pod To set up a new ¢  Pod
Pod, see "Activating and Changing Your
POd" on pagég' INSULIN LEFT IN POD

If there is an active Pod, tdfEW POD 10 Units
DETAIL® bring up a screen that lets you| (updated Yesterday, 9:29 pm)
deactivate or change your Pod. con STATUS

e VIEW POD DETAHc®en shows: Expires: Friday

Jul 13 (10:15 pm)

e Amount of insulin in the Pod.

e Time of the last communication REMINDERS
between the Omnipod 5 App and PQ  Check Ba ALVIAYS ON
a0 minutes after Pod activation
e Date and time of the Pod's expiration  pod expiration ALWAYS ON
. Remind & hours before
e Reminders. L . X
ow Pod Insulin ALWAYS OM
° A CHANGE P(]ﬁ)Jtton Remind when 10 unit remain
Tip: You can also access this screer|
tappingMenu button
(=) >Pod

CLOSE
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Omnipod 5 System Overview 3

POD INFO banners

When your Pod will expire soon, a yello
CHANGE POD SO®ahner appears bl Al
on thePOD INF@ab. e yellow banner T ke pisd
appears 12 hours before Pod expiration
at the time of your Pod expiration remind¢ .  Pod Expires: Today
whichever is earlier. Sal

VIEW POD DETAILS

At 6 hours before Pod expiration, a red

CHANGE POIRanner appears on the _
POD INF®rb. 1 5 U left in Pod
| Pod Expires: Today
- Feb 10 (10:15 pm)
When less than 5 units of insulin remai @ Low POD INSULIN
in the Pod, a redOW POD INSULIN
banner appears on tROD INF@ab. If Lessthan 5U

the Pod will expire soa@ndthere are less .
than 5 units of insulin in the Pod, thered =" 10 (10115 pm)
LOW POD INSULisnner is displayed o

PO INFab

Note: If you change the time zone, the Pod
expiration time is adjusted to match the new time zone selection.
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3 Omnipod 5 System Overview

Bolus Information and Button

elow erle section of the Home screen displays Fa
bolus information. e Bolus button is at the bottom. | = s b

DASHBOARD INSULIN POD INFO

Between boluses i

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

During a bolus

LAST BOLUS CGM GRAPH

When a bolus is being delivered , the last bolus

information is replaced by an estimate of the insulin e |2~
on board (IOB): vew
«  During animmediate bolus, the IOB estimate is ®

updated every second.
»  During an extended bolus, the I0B estimate is updated based on:

* Previous boluses

»  Amount of insulin already delivered from the ongoing bolus

*  Amount of insulin projected to be delivered within the time period
de ned by your Duration of Insulin Action setting

Bolus information if there is no Pod communication

If the Pod is out of range of the Controller or smartphone running the Omnipod

5 App and cannot con rm the recent bolus amount, an estimated bolus amount
is shown. Once the Pod is in range again and the bolus delivery is con rmed, the
con rmed bolus amount is shown.

Estimated and uncon rmed bolus amounts

e Omnipod 5 App estimates bolus amounts during an ongoing bolus and when
the Pod is out of range. A gray ic(®)() marks estimated bolus amounts. A
yellowicon(¢ = ) marks uncon rmed bolus amounts (see "When the Pod has not
con rmed a bolus delivery” on pat#é3).

Bolus button

e Bolus button provides access to the SmartBolus Calculator. e
Bolus button is not available while an immediate or extended bolus
being delivered, or when there is no active Pod.
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3.6. Home Screen Main Menu

e Main Menu on the Home screen lets you access most of the Omnipod's App
functions. To access the Main Menu:

» Tapthe Menu button= ) in the upgr le corner of the Home screen.
or

» Place your nger onthe farle side of the Omnipod 5 App and swipe right
across the screen. Swipe le to hide the Menu.

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

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

e menu options available to you vary according to the current mode: Manual or
Automated. Menu options in gray are disabled based on current mode or settings.

e below table shows menu options and their availability in each mode:

Menu Options Manual Mode | Automated Mode
Frequent Tasks
Switch Mode

Set Temp Basal
Activity

Pod

Enter BG

Pause Insulin
Manage Programs & Presets
Basal Programs
Temp Basal Presets
History

History Detail

Noti cations

Settings

General

CGM Transmitter
Reminders

Glucose Goal Range
Basal & Temp Basal
Bolus
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3 Omnipod 5 System Overview

About screen

e About screen displays details about your Omnipod 5 System, such as the
Omnipod 5 App version number, the Customer Care contact information, the
Controller serial number (if viewing on the Controller), the Pod version number,
the time of the most recent Omnipod 5 App-Pod communication, and other
Controller and legal information.

3.7. Noti cations and Messages

Caution: DO NOT stop the Omnipod 5 App in a way that stops it from

running in the background (called force stopping) on your smartphone. e
Omnipod 5 App must be open or be running in the background in order tq
display and sound alarms on the smartphone. If the App is not running, you
could miss important alarms and hoations on the smartphone. If you do
not hear alarms and noti cations from your smartphone, you might not make

the changes you need to make to your therapy in a timely manner. Your Pod will
continue to operate and sound alarms. In addition, if you stop the Omnipad 5

App while sending commands to the Pod, the command can be interrupted and
may not be completed.

Caution: AVOID setting your Controller or smartphone to Silent, Vibrate or
any other setting that prevents you from hearing alarms and noti cations from
your Omnipod 5 App, such as Digital Wellbeing for Android tools that limit
sounds and noti cations. If you do not hear alarms and noti cations from your

Controller or smartphone, you might not make the changes you need to make
to your insulin therapy in a timely manner. Your Pod will still sound, and ypu
will be able see the Alarm or Noti cation displayed on the Omnipod 5 App. See
"13.3. Sounds and Vibrations" on pHgjéto learn how to manage sounds and
vibrations.

Note: e Omnipod 5 App on your smartphone requires Do Not Disturb
permission and Noti cations to be turned ON to ensure you always receive
important safety alarms. You cannot use the App until Do Not Disturb permission
is provided and Noti cations is turned ON.

e Omnipod 5 App can deliver Omnipod 5 noti cations and con rmation
messages.

Omnipod 5 Noti cations

Noti cations display in order of importance and then based on the order they
were received, with the most recent rst. Hazard alarms are most important,
followed by Advisory alarms, Action Item Noti cations, and lastly, Reminders.

50
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Alarms

Alarms require your immediate attention (pegel6Q. If you ignore an alarm,
you could develop hypoglycemia or hyperglycemia. When an alarm occurs, the
Pod will beep and the Omnipod 5 App will beep or vibrate if sound/vibrate is on.

Hazard alarms £\ ) alert you to a problem with your insulin delivery, Pod, or
Omnipod 5 App that requires immediate attention to resolve. Hazard asms
accompanied by a continuous tone from the Pod and tone/vibration from the
Controller or smartphone running the Omnipod 5 App. Hazard alarms interrupt
anything else the Omnipod 5 App is doing except another hazard alarm. For
example, a hazard alarm is issued if the Pod runs out of insulin.

Advisory alarms ) alert you to some aspect of the Omnipod 5a@kipod
that will need your attention in the near future. For example, if the level of insulin
in your Pod is getting low, the Omnipod 5 App issues an advisory alarm.

Action ltem noti cations

Action item not cations (segpagel 76 are tasks that should be responded to
as soon as possible. Action item noti cations are related to changes you may
have made to your Omnipod 5 App that coultbsafe use of the systeror
example, @urn on Bluetoothaction item means Bluetooth wireless technology
has been shut o and your App is ho longer communicating with your Pod.

Reminder noti cations

Reminder noti cations @) remind you about actions you may want to perform
(se€'13.11. Reminder Noti cations List" on pd@$). For examplé&;heck BG
after Bolus.

Status

Status noti cations appear on the lock screen and display the current system
mode and IOB, when available.

Con rmation Messages

In some situations, the Omnipod 5 App will display a green banner at the bottom
of the screen that con rms the status of an action. e con rmation message
disappears a er several seconds.

Tip: Swipe to the right on the message to dismiss it sooner.

If an instruction is not successful, the Omnipod 5 App displays a communication
error message (see "Frequently Asked Questions and Troubleshooting" on page
335).
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3 Omnipod 5 System Overview

3.8. Manual and Automated Mode Overview

Available tasks in each mode
e following tab le de nes the tasks that can be performed in Manual Mode and

Automated Mode.
Manual Mode | Automated Mode
How it works
Basal Insulin | Insulin is delivered accordingnsulin is delivered and
Delivery to the Active Basal Program.adjusted automatically
based on CGM values and
prediction.
Bolus Insulin | Insulin is delivered using the Insulin is delivered using the
Delivery SmartBolus Calculator or | SmartBolus Calculator or
entered manually. entered manually.
Connected Not required. If connected, | Required. CGM values
CGM CGM values displayed, used for automated insulin
stored in history, and delivery, displayed, stored in
available for use in history, and available for use
SmartBolus Calculator. in SmartBolus Calculator.
What you can do

Basal Programs  Edit, create new, activate| Edit Target Glucose
Basal Programs (Does not | to impact automated
impact Automated Mode). | insulin delivery. Cannot
modify Basal Programs in
Automated Mode.

Basal Insulin | Start and cancel Temp Basabtart and cancel the Activity

Delivery Rate, create Temp Basal | feature

Presets
SmartBolus Edit Bolus Settings Edit Bolus Settings
Calculator
Settings
Bolus Insulin | Deliver, and cancel Deliver and cancel
Delivery Immediate and Extended | Immediate Boluses

Boluses
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| Manual Mode

| Automated Mode

What you can do

Pod Changes

Activate and Deactivate Po

ds Deactivate Pods

switches to Manual Mode.

Pod activation occurs

in Manual Mode (&r
activation, prompt to switch
to Automated Mode is
displayed)

CGM
Transmitter

View, and modify CGM
transmitter serial number

number

Insulin

Pause and Start Manually pause insulin for

a speci ed duration of up
to 2 hours. Manually Start
insulin.

System automatically paus
automated insulin delivery
based on CGM value/
prediction. Switch to Manug
Mode to manually pause
insulin delivery.

History Details

Review History Details

Review History Details

BG Entry

Enter blood glucose readin

to save in History Details

to save in History Details

noti ed

How you will be|

SeéAlarms, Action and Reminder Noti cations" on page
153for a detailed list of alarms and noti cations.
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3 Omnipod 5 System Overview

Identifying System modes

e mode indicator shows Omnipod 5 System's current operating mode.

Graphic Description

Displays when there is no Pod
—_— communication or no active Pod.

i Displays when the Omnipod 5 System is|in
@:: Automated Automated Mode and the Pod is providing
ety automated insulin delivery.

Displays when the Omnipod 5 System is
in Automated Mode: Limited state. e

P most common reason is that the Pod is npt
@: Limited receiving CGM values. In response, the

----- system is delivering basal insulin based ¢n a
calculation of user-entered settings and past
insulin delivery. Check your CGM to make
sure itis functioning. e position of the
Pod and CGM may also be contributing to
the loss of connectivity between the devices.

Displays when the Omnipod 5 System is
in Manual Mode and delivering the active
Basal Program.

54



CHAPTER 4
3 5 9 / "B |
Contents
4.1. Setting Up YOUr ACCOUNE . ... v et eeeen 56
4.2. Preparing for Your Training ..........covvviieiiieiiiiainnannann. 56
Omnipod 5 IntroKitcontents. . ..........o.ovviiiiiiiian.... 56.....
Items needed for yourtraining .............coooviiiiiiiin. 57....
4.3. Choosing a Controller or Smartphone ................ccooovvienn. 57
4.4. General Settings on Insulet-provided Controller .................. 58
Turning On and Signing in to Your Controller. .................... 58..
Setting Up Training. . . ..o vve e en 60.......
Setting Up Your Controller. ...t 60......
Personalize your Controller. ...l 61.....
Setting the PIN on your Controller............................ 61....
Enabling Noti cations and Sound on Your Controller............... 61.
4.5. General Settings on Your Smartphone................covvivunen. 62
Using the Omnipod 5 App on Your Smartphone.................. 63..
Required smartphone settings. . ...........coooiiiiiiinann. 63....
Recommended smartphone settings ........................ 4 64...
Signing in to the Omnipod 5 App on Your Smartphone. ............ 65
Setting Your Omnipod 5 App Security (on Your Smartphone). ... . 66
Enabling Noti cations and Sound on Your Smartphone............. 67
4.6. Basal SEttiNgs. ... .ovvvr e e 68
Set MaximumBasalRate. ... 68......
Create aBasal Program ...........coviiiiiiiiiii i, 69......
Name and tag the Basal Program ............................ 69....
Denethe segments....... ..o, 69......
Review the Basal Program.............ccoviiiiiiiiiiinnnnn.. 70.....
Temporary Basal Conguration...............coeviivinnnenn... 71....
A.7. BOIUS SEiNGS. . .o e vttt 72
Target Glucose and Correct Above Values........................ 72...
Denethesegments .........cooviiiiiiiiiiiiiiiiiiiiiiaanns 12......
Insulinto Carb (IC) Ratio. . .....ovv e 73......
Denethesegments .........c.c..oviiiiiiiiiii i, 73......
Correction FaCtor. .. ..o LA
Denethesegments ........cooviiiiiiiiiiii it 14......

55



Duration of INSUliN ACHON . . . ..ot vt e 75......

MaxXimum BOIUS . .. .. e e 76.......

Extended BOIUS. ... 76........
4.8. Your App SetupisComplete. . ...t 16......
4.9. Saving Your Settings for Reference................coooiio 0T

Warning: DO NOT start to use your system or change your settings without
adequate training and guidance from your healthcare provider. Initiating and
adjusting settings incorrectly can result in over-delivery or under-delivery of
insulin, which could lead to hypoglycemia or hyperglycemia. Settings that
impact insulin delivery mainly include: Pod £, basal rate(s), Max Basal
Rate, Max Bolus, Correction Factor(s), Insulin to Carb (IC) Ratio(s), Minimum
Glucose for Calculations, Target Glucose and Correct Above, and Duration of
Insulin Action.

4.1. Setting Up Your Account

To use Omnipod 5, you need to sign in to omnipod.com to enter your therapy
and insurance information and schedule your training. If you already have an
Omnipod account, use the same Omnipod ID and password.

If you need to create an Omnipod ID:
1. Navigate tdttps://omnipod.com/setup.
2. Follow the on-screen instructions to set up your account.

4.2. Preparing for Your Training

Ifyou ae a rst-time Omnipod user, you may need to meet with your Omnipod 5
Trainer to set up your Omnipod 5 App, rst Pod, and your Dexcom G6 sensor.

To get a head start on learning about the Omnipod 5 System, revidgethis
Guide

Note: For training information about your DexooG6, refer to youbexcom G6
CGM System User Guide.

Omnipod 5 Intro Kit contents

Your initial shipment contains the items you need to begin using the
Omnipod 5 System

e Insulet-provided Omnipod 5 Intro Kit contains:
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e Omnipod 5 Controller and Pods
» USB cable and charger
e User GuidendQuick Start Guide

A er you unpack the shipment, use the "Contents" label on the side of the box to
make sure you have everything.

e Dexcom G6 CGM System and supplies must be obtained from Dexcom or
an authorized distributor. Refer to thexcom G6 CGM System User Goide
instructions for use.

ltems needed for your training

*  Your Controller or smartphone with Omnipod 5 Agmd charger

*  YourDexcom G@ransmitter and sensor

e YourDexcom G@&pp

e Two Pods

e is UserGuide

*  BG meter

e Teststrips and a lancing device (available from many pharmacies)

*  Vial of rapid-acting U-100 insulin (Spage/ for information about the
approved types of insulin to use with the Pod).

e Alcohol prep swabs

e Instructions from your healthcare provider with Omnipod 5 App settings
tailored to your needs. ese settings include Basal Program, Insulin to Carb
Ratio, Correction Factor, Target Glucose, and Duration of Insulin Action.

Note: Ensure that your Controller is charged before training begins. To charge
your Controller, see "Charging the Battery" on page 209

4.3. Choosing a Controller or Smartphone

Caution: If you decide later to switch between the Controller and your
smartphone, you will need to start setup again on the new device. New setup
requires entry of all your personalized settings. Consult with your healthcare
provider if you are unsure about how to set up the new device. If you are wearing
a Pod and need to switch devices, you will need to deactivate your Pod and
activate a new one, since the Pod cannot communicate with two devices|at one
time. If possible, wait to switch between devices until a scheduled Pod change.

Before setting up your Omnipod 5 System, decide whether you want to use
the Insulet-provided Controller or a compatible personal smartphone for the
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Omnipod 5 App. You ¢a nd a list of compatible smartphonesatnipod.com/
compatibility

If you choose to use the Omnipod 5 App on your smartphone, you will need to
sign into the Insulet-provided Controller rstto con rm that your healthcare
provider has prescribed the use of the Omnipod 5 Systensigking into the
Controller and con rming prescription and training requirements, you will be

able to sign into the Omnipod 5 App on your smartphone and continue setting up
the Omnipod 5 System.

Settings and history are stored on the device (Omnipod 5 Controller or
smartphone) that you choose.

Note: Once you have signed into the Controller with your Omnipod ID, you will
not be able to sign in using a di erent Omnipod ID. For example, when resetting
a Controller, you will need to use the original Omnipod ID to sign in again and
begin setting up your device.

4.4. General Settings on Insulet-provided Controller

Warning: DO NOT start to use your system or change your settings without
adequate training and guidance from your healthcare provider. Initiatingland
adjusting settings incorrectly can result in over-delivery or under-delivery of

insulin, which could lead to hypoglycemia or hyperglycemia. Settings that
impact insulin delivery mainly include: Pod Shut-O , basal rate(s), Max
Basal Rate, Max Bolus, Correction Factor(s), Insulin to Carb (IC) Ratio(s),
Minimum Glucose for Calculations, Target Glucose and Correct Above, and
Duration of Insulin Action.

Note: Tapping the back arrow on the screen returns you to the previous screen.
However, tapping the ANCEbutton in any of these setup steps takes you to the

rst screen of each section and erases any entries in that section. A pop-up screen
warns you that you could lose these entries.

Turning On and Signing in to Your Controller

Caution: Connect ONLY to trusted Wi-Fi networks with your Controller or
smartphone. AVOID connecting to public Wi-Fi networks, such as those found
in airports, co ee shops, etc, as these networks are not secure and could fresult
in exposing your Controller or phone to malware. DO NOT connect to public

Wi-Fi networks during rst-time setup of your Omnipod 5 System.

1. Press and hold the Power button on the right side until the device
manufacturer logo appears.
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2.

e Controller runs through a

series of checks. If prompted, allow
permissions and connect to Wi-Fi. S¢
pagel 79for more detalils.

Note: e SIM Card on your omni

Omnipod 5 Controller enables

data to be sent and received via the
AT&T wireless network when your
Controller is not connected to a
Wi-Fi network. If you stop using

the Ommpod 5 App over a cellular | certify | am 18 years old or alder and |

network on your Controller, Insulet f‘:k:l‘j:ﬁﬂef“‘“ ':‘"‘:’_e ’e:ﬂf:d:ffe?‘

. e rivacy Notice, , 10U,
may deactivate the SIIVI_ Ca_rd. Pleas and Warranty. If you are under 18, your
note that the Controller is still parent or guardian must accept on your
functional using Wi-Fi. If you return behalf.

to using the Omnipod 5 App on your
Controller a er a signi cant period of
time, please contact Customer Care
to request SIM card reactivation for
full coverage via both cellular networl
and Wi-Fi. Upon request, the SIM
card is reactivated.

Review the terms and conditions, including End User License Agreement
(EULA), warranty and Legal Notices as follows:

a. Tap theHIPAA Privacy Notice, EULA, ToU, and Warliakty read the
Omnipod 5 System's legal notices and privacy policy. erAGREE

A checkmark is added to the checkbox to indicate agreement.
b. TapCONTINUE
Note: If you are under 18, your parent or guardian must accept for you.
Sign in with your Omnipod ID:
a. Enteryour username.
b. Enter your password.
c. TapSIGN IN.

Note: e username and password are
case-sensitive.
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Setting Up Training

A er signing into the Controller, you
will be prompted to schedule or con rm
training for the Omnipod 5 System.

Training is critical to the safe and e ective

use of the Omnipod 5 System.

% Review the training options
provided and tap the option that
applies to you.

A er tapping the training option:
» Ifyou tapl will schedule training

¥, You will be provided 3 options to
schedule training. Once
completed, tafK.

e Ifyoutapl amin trainingpr |
completed training:

1. Readthe terms and conditions
and tap the checkbox to agree.

2. TapCONTINUE.
e Ifyoutapl decline training:

1. Readthe terms and conditions
and tap the checkbox to agree.

2. Tap CONTINUE.
A er signing into your Controller, you

may continue setting up your Omnipod 5

O

DO NOT PROCEED

You must complete training before
you can use this product!

Have you been trained to:
% Setup and change your Pod

Create and edit your Basal Program
Calculate your bolus

Pause your insulin delivery

L]
]
]
@ Respond to your system alarms
and natifications

% Set up Omnipod 5 app

& Connect your CGM to Omnipod 5

These are critical to the safe and effective
use of this product

Please select one of the following:
| will schedule training

| am in training

| completed training

I decline training

System on your Controller, or sign into the Omnipod 5 App on your smartphone.

If you intend to use your smartphone for the Omnipod 5 App, contirli4e50

General Settings on Your Smartphone™ on fagéou do not need to continue
with any further Controller setup at this time.

Setting Up Your Controller

both of you.

Warning: ALWAYS identify the Omnipod 5 App as yours before using it.
Using someone else's Omnipod 5 App can result in incorrect insulin delivi

ery for
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Personalize your Controller

Follow the steps below to personalize your Controller.

1.

Enter a personalized screen message (at least two charac2os)ettpen

tap CONTINUE

A screen appears showing several background images.

Swipe right ole to see more images. Tap on your preferred image, then tap

CONTINUE

Note: When you wake up your Controller, you will see your personalized screen
message and background image. Always con rm that the Controller is yours

before using it.

Setting the PIN on your Controller

To protect against unintended use or screen touches, you must create a 4-digit
personal identi cation number or PIN.

Toseta PIN:

1.

3.

Choose 4 numbers to be your PIN. Y
will use this PIN every time you wake
up your Controller. You may want to
record the PIN in a safe place.

Tip: To keep the PIN visible, tap the
eye icon located to the right of the PIN
entry elds. To hide the number, tap tl
eye icon again.

Tap a eld to display the number pad.

Prevent unauthorized access
Set a PIN

A 4-digit PIN is needed to unlock your
Omnipod 5 App.

Enter your 4-digit PIN. Tapone.

Enter the same 4 numbers again to con rm your PIN.Dape.

If the second PIN entry does not match the rst, you must repeat the above steps.

Enabling Noti cations and Sound on Your Controller

1

Read the message explaining the
importance of enabling Omnipod 5
App noti cations. You cannot enter or
use the App if you turn noti cations
0.

¥ Tapl UNDERSTAND.

Notifications

To use the Omnipod 5 App, keep Notifications
on. Notifications alert you when an issue
needs your attention.

You cannot use the app if you turn off
Motifications.

I UNDERSTAND
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2. Readthe message explaining the
importance of enabling sound on

yourOmnipod 5 App. If you do not Sound

have sound enabled, you may miss ) _ )

. If you silence your device, the Omnipod 5 App
Important messages' will still sound for critical alarms and urgent
% Tapl UNDERSTAND. fow gluccse.

Yaur Pod will not be silenced.

If you do silence your device, the
Omnipod 5 App will still be able to
sound for important alerts and alarmy
such as Urgent Low glucose. Your Pod
will not be silenced.

4.5. General Settings on Your Smartphone

Warning: DO NOT start to use your system or change your settings without
adequate training and guidance from your healthcare provider. Initiatingland
adjusting settings incorrectly can result in over-delivery or under-delivery of

insulin, which could lead to hypoglycemia or hyperglycemia. Settings that
impact insulin delivery mainly include: Pod 8k, basal rate(s), Max
Basal Rate, Max Bolus, Correction Factor(s), Insulin to Carb (IC) Ratio(s),
Minimum Glucose for Calculations, Target Glucose and Correct Above, and
Duration of Insulin Action.

Note: Tapping the back arrow on the screen returns you to the previous screen.
However, tapping the ANCEbutton in any of these setup steps takes you to the

rst screen of each section and erases any entries in that section. A pop-up screen
warns you that you could lose these entries.

If you choose to use the Omnipod 5 App on your smartphone, you will need to
sign into the Insulet-provided Controller rstto con rm that your healthcare
provider has prescribed the use of the Omnipod 5 System. A er signing into the
Controller and con rming prescription and training requirements, you will be

able to sign into the Omnipod 5 App on your smartphone and continue setting up
the Omnipod 5 System.

If you intend to use your smartphone for the Omnipod 5 App and have not yet
signed into your Insulet-provided Controller, see "4.4. General Settings on Insulet-
provided Controller" on pade
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Using the Omnipod 5 App on Your Smartphone

If you use your smartphone, you will need to download the Omnipod 5 App from
Google Play.

Caution: DO NOT install apps on your smartphone from untrusted sources.
ese apps may contain malware that may impact use of the Omnipod 5 App.
Install apps only from trusted sources (i.e. Google Play). If you do not knaw

what an App is, do not install it, regardless of the source.

It is not advised to install any app from a source other than Google Play on your
smartphone that is running the Omnipod 5 App. Doing so may put you at risk
of unintentionally installing malware on your device.

Malware, or “malicious so ware” from unknown third-parties, is designed
to damage your device and/or read your private information. Unknown

Apps and unknown downloads are the most common method for spreading
malware. Malware could prevent the Omnipod 5 System from functioning as
intended, causing over-delivery or under-delivery of insulin, which could lead
to hypoglycemia or hyperglycemia.

e Omnipod 5 App performs a check to ensure that your device is not rooted
or jailbroken. If the Omnipod 5 App determines your device is, you will be
blocked from Omnipod 5 App use.

If you believe you may have an App installed from a third-party source, take
steps to delete that App. If you believe you may have malware on your d
discontinue use of your Omnipod 5 System and use an alternate means of
insulin delivery until you can resolve. Delete any Apps installed from a third-
party source, restore your phone to factory default settings, and contact Insulet
Customer Care.

Caution: DO NOT attempt to use the Omnipod 5 App on a smartphone
device with unauthorized modi cations. If you do, you will not be able to use
the Omnipod 5 App.

Note: ALWAYS check that your smartphone has at least 150 MB of free storage
space for the Omnipod 5 App to work and save important information regarding
your insulin therapy. If your smartphone does not have enough free space, you
will not be able to use the Omnipod 5 App and you will be prompted to free up
smartphone storage.

Required smartphone settings

e Omnipod 5 System relies on some of your smartphone's settings to

function. If these settings are not correctly set, the App will navigate you to your
smartphone’s settings menu, and you will not be able to use the App until the
setting is correctly enabled or disabled.
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Follow the setting requirements below to ensure the Omnipod 5 System works as
intended. To change your settings on an Android phowhe Settings app, and
then tap the gear icofg¢ ) labeled Settings.

Required Setting Android Settings ON or OFF
menu location
Bluetooth “Connections” or ON
“Connected devices’
Automatic date andtime [ “General managemgri®N
or “System’
Battery optimization “Battery and device | OFF
care” or “Battery”
Location “Location” ON (required during
Pod activation)
Smartphone security “Biometrics and ON
security” or “Security
and screen lock”
Noti cations “Noti cations” or ‘Apps | ON
& noti cations”
Permission to override Dp“Do not disturb ON
Not Disturb permission”

Recommended smartphone settings

Follow the recommended settings below to improve your experience using the
Omnipod 5 System. If these settings are not set as recommended, the App will
periodically alert you and give you the option to navigate to your smartphone’s
settings menu to enable the setting.

Recommended Setting | Android Settings ON or OFF
menu location

Location “Location” ON (recommended fo|
daily use)

Network connectivity “Connections” or ON

(Wi-Fi or cellular) “Network & internet”

Caution: DO NOT enable any app development settings on your
smartphone. Enabling these settings may cause issues with the Omnipod 5
App and prevent normal app operation.

Tip: To see noti cations without unlocking your smartphone, make sure your
smartphone settings allow Omnipod 5 App noti cations to show on your Lock
Screen.
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Signing in to the Omnipod 5 App on Your Smartphone
1. Review the terms and conditions, including End User License Agreement
(EULA), warranty and Legal Notices as follows:

a. Tap theHIPAA Privacy Notice, EULA, ToU, and Warliakty read the
Omnipod 5 System'’s legal notices and privacy pélitiap AGREE

A checkmark is added to the
checkbox to indicate agreement.

b. TapCONTINUE

Note: If you are under 18, your parer omni
or guardian must accept for you.

2. Signin with your Omnipod ID:
a. Enteryour username.

b. Enter your password.
| certify | am 18 years old or older and |

C. TapSIGN IN. acknowledge that | have read and accept
the HIPAA Privacy Notice, EULA, ToU,
Note: e username and password are and Warranty. If you are under 18, your
Case'senSitive. parent or guardian must accept on your

behalf,

CONTINUE
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Setting Your Omnipod 5 App Security (on Your
Smartphone)

Use of the Omnipod 5 App on your phone requires that you select a screen lock
type and set security options on your phone to protect against unintended use
and accidental therapy chagy is feature can be enabled from your phone's
Settings. From the Home screen, swipe up and tap Settings to access Settings.

If someone other than you uses or has regular access to your phone (e.g., your
child, partner, roommate), they may unintentionally access the Omnipod 5

App, which could result in unintended changes to your therapy. Changes to your
therapy can result in over-delivery or under-delivery of insulin, which could lead
to hypoglycemia and hyperglycemia.

To prevent unintended access, the Omnipod 5 App will require you to enter
your phone’s PIN (or other selected security method) each time you access the
Omnipod 5 App.

Omnipod 5 Security cannot be turned o .

A eryou've signed in to the Omnipod 5 App on your smartphone for the rst
time, the Security screen will appear.

1. Readthé&ock Screen Securiggreen.
¥ Tap | UNDERSTAND.

If you do not have a security method on Omnipod 5 security
your Smartphone’ yOU WI” be_prompted Your PIN (or other security method you use
to create one to continue setting Up YOUr | on your phone) will be required to open the
Omnipod 5 App Omnipod 5 app.

1. Tap SET UP SECURI@ ¥ohtinue.

2. You will be taken to your smartphon
screen lock settings screen. Select your desired security method and complete
security setup.

3. Aeryou successfully set your security method, you will séertivepod 5
Securityscreen on the Omnipod 5 App

¥ Tap | UNDERSTAND.
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Enabling Noti cations and Sound on Your Smartphone

importance of enabling Omnipod 5
App not cations. You cannot enter or
use the App if you turn Noti cations
0.

¥ Tapl UNDERSTAND.

Read the message explaining the
importance of enabling sound on yot

Notifications

To use the Omnipod 5 App, keep Notifications
on. Notifications alert you when an issue
needs your attention.

Yau cannot use the app if you turn off
Motifications.

| UNDERSTAND

Omnipod 5 App. If you do not have

sound enabled, you may miss
important messages.

¥ Tapl UNDERSTAND.

If you do silence your device, the
Omnipod 5 App will still be able to
sound for alerts and alarms, such as
Urgent Low glucose. Your Pod will ng
be silenced.

Sound

If you silence your device, the Omnipod 5 App
will still sound for critical alarms and urgent
low glucose.

Your Pod will not be silenced.

I UNDERSTAND
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4.6. Basal Settings

Warning: DO NOT start to use your system or change your settings with
adjusting settings incorrectly can result in over-delivery or under-delivery
impact insulin delivery mainly include: Pod $fu, basal rate(s), Max Basal

Glucose for Calculations, Target Glucose and Correct Above, and Durati
Insulin Action.

insulin, which could lead to hypoglycemia or hyperglycemia. Settings that

DUt

adequate training and guidance from your healthcare provider. Initiating and

of

Rate, Max Bolus, Correction Factor(s), Insulin to Carb (IC) Ratio(s), Minimum

pn of

Next, you will set basal settings which will be used to deliver basal insulin while in

Manual Mode.
1. TapSET UP PROFILE.
2. Tap the arrowx) on the Basal screen to move to the next screen.

Set Maximum Basal Rate

e Maximum Basal Rate sets the upper limit of any basal insulin rate you can use

while in Manual Mode.
1. TaptheVax Basal Rateld.

2. Scrollto your desired Maximum Basal | SetMaximum Basal Rate
Ra.te. When the correct number 1SN the Upper limil for basal rates in a Basal Program
center of the scroll wheel, tap the numbet| or temp basal

to select it. [You can adjust this rate later if your nesds
change)

< Setup: Basal

Tip: Alternatively, tapping outside of the
scroll wheel selects the value in the cente ... pasal rate
of the scroll wheel. O

3. TapNEXT

Note: You can adjust your Maximum Basal

Rate later, if your needs change. See "Maximum Basal Rate" on.page 132
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Create a Basal Program

e next step is to create a Basal Program. For a description of basal rates, basal
segments, and Basal Programs, see "Basal Programs'9ah page

% Tap NEXTon the Create Basal Program description screen to continue.

Name and tag the Basal Program

e default name for the Basal Program is
Basal 1

1.

2.

De ne the segments

You can create up to 24 segments within
your midnight to midnight Basal Program
e Start Timdorthe rst segmentis
always 12:00 AM.

1.

2.

To change the name, tap Pregram
Name eld and enter the new name,
then tapDone.

Optional: To add a visual icon to your|
Basal Program, tap one of the tags. 1
the tag a second time to deselect it.

Tap NEXT

¢ Setup: Basal

Program Name

Weekday

Program Tag (optional)

& ©

& ® ©
= ©
& @

Tap theEnd Timeeld and scroll to
select the desired end time.

Tap theBasal Ratesld and scroll to
select the basal rate for the segment

Note: e Maximum Basal Rate that
you entered earlier is displayed unde
theBasal Rat&ext. You cannot enter @
basal rate greater than this number.

Note: e two vertical blue lines on
the graph near the top of the screen
show the start and end time for the
basal segment. e selected basal ratg
for the segment is shown between th
two vertical lines.

Check the values of your start and
end times and the basal rate. en tap
NEXT

If the Basal Program does not cover

¢ Setup: Basal

Weekday: Segment 1 Graph: Ushr

Zam T2am

Start End

12:.00 e -

Basal Rate
{up to 30 U/hr)

CANCEL

12:00 AM-12:00 AM, you must add
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additional segments. Repeat steps 1-3 as neededumtiateegment ends
at midnight.

Review the Basal Program

e next screen summarizes the start and J
end times, and basal rate for each segm¢ ¢ Setup: Basal
of the Basal Program.

Weekday Graph: U/hr
1. Tap CONTINUE to review your Basg
Program. | s
0.75 0.75
2. Checkthatthe graph and the 12am  Sam Tiam 5pm 120m
individual segment values are correg Total Basal: 24 U/day

e total daily amount of basal insulin
to be delivered by this Basal Progran
is listed below the graph Segment 1: 12:00 am— 5:00 am

Time Segments Total: 4

P
. Basal Rate: 0.75 U/h
3. Tochangeanendtimeorbasalrate{ r
asegment: Segment 2: 5:00 am - 11:00 am ,
a. Tap the row containing the Basal Rate: 7 L/hr

segment you would like to change
Segment 3: 11:00 am - 5:00 pm

b. TaptheEnd Time eld and enter | gasairate: 1.5 U/hr 4
the new end time for the segment]

S 4: 500 -12:00
c. TaptheBasal Rateeld and enter | Seome® o0pm=iz00am y

i Basal Rate: 0.75 U/h
the desired basal rate. asal Rate /he

d. TapNEXT. CANCEL SAVE

e. Setthe end time and basal rate for
any following segments, as needed.

4. When the Basal Program is correct, S/E.
5. Toaddanew segment:
a. Tap the row containing the start time of the new segment.

b. Tap theEnd Time eld and enter the start time of the new segment as the
end time of this segment.

c. Change the basal rate, if necessary.

d. TapNEXT.

e. Setthe end time and basal rate for any following segments, as needed.
6. Todelete a segment:

a. Note the end time of the segment you want to delete.

b. Tap the segment before the segment you want to delete.
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c. TaptheEnd Time eld and enter the end time of the segment you want to
delete is 'overwrites' the segment you want to delete.

d. TapNEXT
e. Setthe end time and basal rate for any following segments, as needed.
7. When the Basal Program is correct 3&VE

Note: If the basal rate for a segment is 0 U/hr, the Omnipod 5 App displays
amessage calling this to your attention. J&fif the 0 U/hr rate is correct.
Otherwise, tafCANCELland edit the segment with the O U/hr rate.

Note: To create additional Basal Programs a er setup is complete, ptageat
99and begin steps again.

Temporary Basal Con guration

For a description of temporary basal rate
also called temp basals,[zag103

Mode only.

< Setup: Basal

A temp basal changes your basal rate for a

1. Ifyouwantthe ability to use temp set period of time.
basals, tap the toggle to the ON
position. e toggle is in theON Temp Basal °
position whenitis ontherightandis | o,
blue.

Temp basals are set to change basal rates by
|f yOU turn temp basa|s on, percentag a percen‘tag_]e. YOLjI can change this to a flat
are used by default. To specify temp]| (/" " Settings.

basal as a atrate (U/hr), s&emp
Basal" on pads32

2. TapNEXT

CANCEL NEXT
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4.7. Bolus Settings

Next, you will set Bolus Settings that will be used to calculate a bolus in the
SmartBolus Calculator. You can adjust your bolus settings later, if your needs
change (see "17.8. Bolus Settings" or2d&der more information).

1. Tap the arrowx) on the Bolus screen to move to the Target Glucose &
Correct Above description screen.

2. TapNEXTo move to the segment screen.

Target Glucose and Correct Above Values

Target Glucose and Correct Above values are used in both Automated and
Manual Modes.

* In Automated Mode, your insulin delivery will be adjusted automatically to
bring your glucose towards your Target Glucose value.

¢ In both Automated and Manual Modes, the SmartBolus Calculator aims to
bring your glucose to the Target Glucose vaiuemartBolus Calculator
delivers a correction bolus if the current glucose value is higher than the
Correct Above value.

De ne the segments

You can establish up to eight di erent blo
glucose targets for di erent times of day.
To set Target Glucose and Correct AbOVE scgment 1
values for each segment:

¢ Setup: Bolus

Start End
1. TaptheEnd Time eld and specify an
end time for the segment. 12:00 s -
2. TaptheTarget Glucoseeld and Night
specify the Target Glucose
Target Glucose for that segment. (1100 150 mg/dL)

3. TaptheCorrect Above eld and
specify the Correct Above value for t
segment. Correct Above

i (Target Glucose to 200 mg/dL)
4. Review and taplEXT

5. Repeatthe above steps as needed
until you have speci ed values for the
segment that ends at midnight.

6. Review the segments for the full 24-
hour pro le. CANCEL

7. To change any of the entries:
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a. Tap the row containing the entry t(
be changed and enter the correct
value.

b. Review and correct as needed ar
remaining segments.

When the segments and values are
correct, tagfSAVE

¢ Setup: Bolus

Review the Target Glucose and Correct Above

values entered for each time segment.

Time segments

Segment 1: 12:00 am - 500 am
Target Glucose: 110 mg/dL
Correct Above: 150 mg/dL

Segment 2: 5:00 am - 9:00 am
Target Glucose: 110 mg/dL
Correct Above: 130 mg/dL

Segment 3: 9:00 am - 12:00 pm
Target Glucose: 120 mg/dL
Correct Above: 140 mg/dL

Segment 4: 12:00 pm - 12:00 am

Target Glucose: 130 mg/dL
Correct Above: 150 mg/dL

CANCEL

Total: 4

SAVE

Insulin to Carb (IC) Ratio
Your Insulin to Carbohydrate Ratio, or "IC Ratie nes how many
carbohydrates are covered by one unit of insulin.

e SmartBolus Calculator uses the IC Ratio to calculate the meal portion of a
suggested bolus. You can create up to eight IC Ratio segments per day.

¥ Tap NEXTon the Set Insulin to Carb (IC) Ratio description screen to move to
the Insulin to Carb Ratio segment screen.

De ne the segments
1.

Tap theEnd Time eld and specify an
end time for the segment.

Tap thel Unit of insulin coverseld
and specify the IC Ratio value for the
segment.

Tap DONEo close the number pad.
Review and taplEXT

Repeat the above steps as needed
until you have speci ed values for the

¢ Setup: Bolus

Segment 1

Start End

12:.00 amu -

Might

1 Unit of insulin covers
{1to 150 g carbs)

segment that ends at midnight.
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Review your 24-hour IC Ratio
segments.

To change any of the entries:

a. Tap the row containing the entry t
be changed and enter the correct
value.

b. Review and correct as needed ar
remaining segments.

When the segments and values are
correct, tapSAVE

¢ Setup: Bolus

Review the Insulin to Carb (IC) Ratio values
entered for each time segment.

Time segments Total: 4
Segment 1: 12:00 am - 5:00 am

1 U of insulin covers: 7/
15 g of carbs

Segment 2; 5:00 am - 9:00 am

1 U of insulin covers: /7
10 g of carbs

Segment 3: 9:00 am - 12:00 pm

1 U of insulin covers: Vd
13 g of carbs

Segment 4: 12:00 prm - 12:00 am

1U of insulin covers: Ve

15 g of carbs

CANCEL SAVE

Correction Factor

Your Correction Factale nes how much one unit of insulin lowers your glucose.
For example, if your Correction Factor is 50, one unit of insulin lowers your
glucose by 50 mg/dL.

e SmartBolus Calculator uses the Correction Factor to calculate the correction
portion of a suggested bolus. You can create up to eight Correction Factor
segments per day.

¥ Tap NEXTon the Set Correction Factors description screen to move to the
segment screen.

De ne the segments & Setup: Bolus
1. TaptheEnd Time eld and specify an| segment 1
end time for the segment.
. . . Start End
2. Tapthel Unit of insulin lowers
glucose by eld and specify the 12:00 i -

Correction Factor for this segment.
3. Review and taplEXT

4. Repeatthe above steps as needed
until you have speci ed values for the
segment that ends at midnight.

Might

1 Unit of insulin lowers glucose by
(1 to 400 mg/dL)
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5. Review the segments for the full 24-
hour prole.

¢ Setup: Bolus

6. Tochange any of the entries:

a. Tap the row containing the entry tc
be changed and enter the correct
value.

b. Review and correct as needed ar
remaining segments.

7. When the segments and values are
correct, tapSAVE

Review the Correction Factor values entered
for each time segment.

Time segments Total: 4

Segment 1: 12:00 am - 5:00 am

1 U of insulin lowers glucose by: 7/
55 mg/dL

Segment 2; 5:00 am - 9:00 am

1 U of insulin lowers glucose by: 7/
40 mg/dL

Segment 3; 9:00 am-12:00 pm

1 U of insulin lowers glucose by: r'd
47 mg/dL

Segment 4. 12:00 pm - 12:00 am

1 U of insulin lowers glucose by: r'd
55 mg/dL
CANCEL SAVE

Duration of Insulin Action

e Duration of Insulin Action is the

¢ Setup: Bolus

length of time that insulin stays active in
your body. e SmartBolus Calculator
uses this setting to determine how much
insulin remains in your body from
previous boluses (called insulin on board
or |OB).

1. Tap theDuration of Insulin Action
eld and scroll to select your Duration
of Insulin Action.

2. TapNEXT

Set Duration of Insulin Action
The length of time that insulin remains active

and available in your body after a correction
or meal bolus.

Duration of Insulin Action
(2to 6 hrs)

CANCEL
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Maximum Bolus

e Omnipod 5 App will not let you request

a bolus above the Maximum Bolus setting.
You will see a message if the SmartBolus
Calculator calculates a bolus that is above thi
amount.

< Setup: Bolus

Set Maximum Bolus

The maximum amount of insulin that you can
raquest in a single bolus,

Max Bolus
1. TaptheMax Bolus eld and enter your (0.051301)
Maximum Bolus. TafpONEto close the
number pad.
2. TapNEXT
Extended Bolus < Setup: Bolus

Extending a bolus allows you to give a portio
of the bolus dose at the beginning of the mea
with the remainder of the bolus dose dripped
over a chosen period of time.

Note: Extended bolus is available in Manual
Mode only.

1. Toggle the Extended Bolus button to turn
the extended bolus featud®or OFF

2. TapNEXT

Allow Extended Bolus?

Extending a bolus means that a meal bolus
can be delivered cver a prolonged pericd of
tima.

Extended Bolus
On

4.8. Your App Setup is Complete

Congratulations! Omnipod 5 App setup is complete.

When you are ready to activate your rst Pod, go to "5.1. Beginning the Pod

Activation Process" on pagfe

A er successfully activating the Pod, you will be prompted to connect your CGM

to the Omnipod 5 System. See "Connecting CGM

to the Pod" on pa@g81
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4.9. Saving Your Settings for Reference

Caution: DO NOT reset the Omnipod 5 App or clear the app data before
checking with your healthcare providés will erase all of your settings,
Adaptive Basal Rate, and history, and require you to change your active Pod.
Before resetting or clearing app data, make sure you have a current record of
your settings and a new Pod with supplies to use when restarting the app.

Caution: If you decide later to switch between the Controller and your
smartphone, you will need to start setup again on the new device. New setup
requires entry of all your personalized settings. Consult with your healthcare
provider if you are unsure about how to set up the new device. If you are wearing
a Pod and need to switch devices, you will need to deactivate your Pod and
activate a new one, since the Pod cannot communicate with two devices|at one
time. If possible, wait to switch between devices until a scheduled Pod change.

Caution: DO NOT delete the Omnipod 5 App while you have an active Pod,
and DO NOT clear the Omnipod 5 App data. If you do, your Pod will remain
active, but you will not be able to control your Pod even if you re-install or te-
open the App. You must remove the Pod in order to stop receiving insulin

Before you begin using your Omnipod 5 App, write down or take photos of all
your settings and keep them in a secure location that you can reference in the
future. is list will be helpful if you ever need to go through the setup process
again and re-enter your insulin therapy settings.

You will lose all your insulin therapy settings and insulin history if you do any of
the actions listed below:

 Getanew Controller
* Resetyour Controller

e Switch from using the Controller to using the Omnipod 5 App on your
smartphone

* Resetthe Omnipod 5 App on your smartphone
e Clearthe Omnipod 5 App data on your smartphone
*  Delete the Omnipod 5 App from your smartphone

Tip: Use the pages at the end of this User Guide to write down all of your settings.
is list will be helpful if you ever need to replace your Controller or re-install the
Omnipod 5 App
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Activating and Changing Your Pod
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5 Activating and Changing Your Pod

5.1. Beginning the Pod Activation Process

Warning: DO NOT wear a Pod if you are sensitive to or have allergies t
acrylic adhesives, or have fragile or easily damaged skin. Applying a Po
under these circumstances could put your health at risk.

Warning: ALWAYS be prepared to inject insulin with an alternative method
if insulin delivery from the Pod is interrupted. You are at increased risk for
developing hyperglycemia if insulin delivery is interrupted because the Pod
only uses rapid-acting U-100 insulin. Failure to have an alternative method
of insulin delivery can lead to very high glucose or diabetic ketoacidosis
(DKA). Ask your healthcare provider for instructions for handling
interrupted insulin delivery.

Warning: DO NOT allow small children access to small parts, such as the
Pod and its accessories, including the tab. Small parts could be swallowed
and pose a choking hazard. If ingested or swallowed, these small parts could
cause internal injury or infection.

Warning: NEVER use insulin that is expired or cloudy in the Pod as it may
be damaged. Using damaged or expired insulin could cause hyperglycemia
and put your health at risk.

Caution: ALWAYS follow these steps in preparing your site. If your site is not
cleaned properly or if your hands are dirty, you increase your risk of infectjon.

e Wash your hands.
e Clean the top of the insulin vial with an alcohol prep swab.

e Clean your infusion site with soap and water or an alcohol prep swab, and
let it dry completely.

»  Keep sterile materials away from any possible contamination.

Caution: DO NOT use a Pod if the sterile packaging is open or damaged, the
Pod has been droppe@ieremoval from the package, or the Pod is expired|as
the Pod may not work properly and increase your risk of infection.

Caution: DO NOT use any component of the Omnipod 5 System
(smartphone, Controller, Pod) if you suspect damage a er an unexpected event
such as dropping or hitting on a hard surface. Using damaged components may
put your health at risk as the system may not be working properly. If you are
unsure if one or more of your components are damaged, stop using the system
and call Customer Care for support.

Caution: ALWAYS rotate insulin infusion sites to help prevent infusion site
complications like scar tissue and infection. Rotating insulin infusion sites
reduces the risk of scarring. Using a site with scar tissue can lead to problems
with insulin absorption.
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Activating and Changing Your Pod 5

A er initial Omnipod 5 App setup, you will activate your rst Pod. Your Pod
should be changed at least once every 48 to 72 hours (2 to 3 days) or a er
delivering 200 units of insulin. Consult with your healthcare provider to
determine if you should change your Pod more o en.

Before activating a Pod, do the following:
1. Gather the necessary supplies:

» Avial of rapid-acting U-100 insulin cleared for use in the Omnipod 5
System. See "1.4. Compatible Insulins" onffage list of the approved
insulin types that can be used with the Omnipod 5 System

e Anunopened Omnipod 5 Pod
* Alcohol prep swabs
e Controller or smartphone with Omnipod 5 App

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

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

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

5. Ifthe insulin or Pod is below 50°F (10°C), allow it to warm up to room
temperature before proceeding.

Con rm that you are using an Omnipod 5 Pod prior to beginning Pod activation.
Look for the Omnipod 5 logo on the Paod tray lid and the words “Omnipod 5®” on
your Pod.

&

Omn[ DOd U-100 EDS5C010111831 00000003
au;gmsﬂ:gm 5 Insulin  Insulet Corp Omnipod&5
Top Bottom
4—Adhesive backing

=

Fill port——— Qf

Air vent > o

3 Paper covering for—
adhesive backing

— leiole
) 4—— Clear needle tab——

Viewing window
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5 Activating and Changing Your Pod

5.2. Setting Up a New Pod

1. Navigate taMenu button (=) >Pod | = A
or
Home > POD INFO

2. TapSET UP NEW POD

# @ 0% @ 9471 PM

DASHEOARD INSULIN FPOD INFO

NO ACTIVE FOD

SET UP NEW POD

Turn on location access s

If you are using the Omnipod 5 App on your smartphone, location permission
must be allowed and location setting must be turned on to activate a Pod. If you
deny the permission or turn o the setting, you will be prompted to turn it on to
activate a Pod.

» Ifyourlocation setting is o, taCONTINUE
and turn on your location setting. Allow location access

. . during Pod activation
e Ifyour location access has been denied g

previously, or you are setting upuyasst Pod, :c“;lp:’ii:::fe':“:;?“
you will be prompted to allow the Omnipod '

5 App to access your location. GPNTINUE | Geto App Info > Permissions,
and a.”OW access and Allow location access.

Note: If you have previously selected "Deny CANCEL  APP INFO
don'task again," you will need to faPP INF
to allow the permission in your smartphone
settings.

Allow location access
during Pod activation

Omniped 5 needs location
access to activate a Pod.

Allow location access.

CANCEL CONTINUE
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Activating and Changing Your Pod 5

5.3. Fill the Syringe with Insulin

Warning: NEVER inject large bubbles or pockets of agnwiing the Pod
with insulin. Air in the system takes up space where insulin should be and
can a ect insulin delivery. Doing so could result in over-delivery or undert
delivery of insulin, which can lead to hypoglycemia or hyperglycemia.

e nextstepisto Il the syringe that came with the Pod (the " Il syringe™) with
insulin:

1. Use an alcohol prep swab to clean the top of t
insulin vial.

2. Securely twist the Il needle onto the Il syringe

Pull outward to remove the protective cap fror
the needle.

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 you will
use over the next 72 hours. Your healthcare
provider can help you determine the correct -
amount.

i\

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

5. Drawairintothe Il 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. Turnthe vial of U-100 insulin and the I
syringe upside down. Pull down on the plunger
to withdraw the desired amount of insulin from
the vial into the Il syringe.

 Fillthe syringe at least to the MIN
(minimum) Il line.

» To llthe Pod with enough insulin to deliver
200 units, pull the plunger down until it
stops. is will be below the 200 mark.

8. Withthe needle still in the vial, ick the side of the syringe with your ngertip
to dislodge any air bubbles so they collect at the top of the syringe. en 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 re ll the |l syringe to the
desired amount of insulin.

9. Remove the needle from the vial.

83



5 Activating and Changing Your Pod

5.4. Filling, Activating, Applying, and Starting the Pod

Warning: NEVER use a Pod if, while yoe dling the Pod, you feel
signi cant resistance while pressing the plunger down on the |l syringe. Do
not try to force the insulin into the Pod. Signi cant resistance may indicate
that the Pod has a mechanical defect. Using this Pod could result in under-
delivery of insulin that can lead to hyperglycemia.

Warning: NEVER inject large bubbles or pockets of air when lling the Pod
with insulin. Air in the system takes up space where insulin should be and
can a ect insulin delivery. Doing so could result in over-delivery or under-
delivery of insulin, which can lead to hypoglycemia or hyperglycemia.

Caution: ALWAYS insert the Il syringe into the Il port and not into any
other location on the Pod. Do not insert the Il syringe more than once into
the Il port. Use only the Il syringe and needle that came with your Bod
I syringe is intended for single use only and should only be used with the
Omnipod 5 System. Failure to follow the instructions above may result in
damage to your Pod.
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Fill the Pod with Insulin

To IIthe Pod with insulin (screen st@)) Feomasaen
<«  Change Pod

1. Locate the arrow on the underside of the
Pod e arrow points to the insulin 1l port.

] o ) € Fillnew Pod with U-100 insulin
Tip: You can leave the Pod in its tray durir
|||ng and activating. @ Listen for 2 beeps, then tap NEXT

2. Insertthe Il syringe straight down—not at
an angle—into the Il port.

3. Depressthe Il syringe plunger to transfer
the insulin into the Pod.

Listen for two beeps from the Pod during the
lling process (screen st@):

4. Be sure to completely empty the |l syringe
even a er hearing the two beeps.

Note: e Pod must contain a minimum
of 85 units of insulin to function. e Pod CANCEL NEXT
beeps twice a er it has been lled with 85
units of insulin. If you lled the Pod with more than 85 units and still do not
hear the two beeps, contact Customer Care.

Note: Aer lling the Pod, continue to the next step immediately. If two
hours pass before activating the lled Pod, the Pod becomes unusable.

5. Remove the needle from the insulin Il port. e portis self-sealing; insulin
will not leak a er the needle is removed.

6. Discardthe Il needle in a sharps container.

Activate the Pod

To activate the Pod:

1. Placethe Controller or smartphone
running the Omnipod 5 App next to the
Pod so they are touching. e Pod should
be inits plastic tray during this process.

Note: ALWAYS ensure that no other
Pods are being activated within 20 feet
(6 m) of your Omnipod 5 App before
lling a Pod. If the App detects more
than one Pod, you will not be able to
proceed.

2. TapNEXT
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 If more than one, non-paired,
lled Omnipod 5 Podisinrange, | More than one Pod found
the Omnipod 5 App informs you
of this and prevents you from Move away from other Pods and
completing activation. Move atleag try again.
20 feet (6 m) away from any other

lled Omnipod 5 Pod and tag RY
AGAIN CANCEL TRY AGAIN

e Only Omnipod 5 Pods are
compatible with the Omnipod 5 Pod communication error
System. If you try to use an older
Pod that cannot communicate with|  If the problem persists, discard
the system, the Omnipod 5 App this Pod and set up a new one.
informs you of this and prevents
you from completing activation.
TapDISCARD PCind restart Pod
activation with an Omnipod 5 Pod.

TRY AGAIN  DISCARD POD

e [fthe Omnipod 5 App is able to Pod not compatible
communicate with the Pod but
detects an incompatible Pod, the
Omnipod 5 App informs you of this|  :c..rd this Pod.
and prevents you from completing
activation. TapISCARD POD
and restart Pod activation with an DISCARD POD
Omnipod 5 Pod.

3. Listen for the tone from the Omnipod 5 App that indicates the Pod is
activated and ready to be applied.

Your Pod is not compatible.

Note: A er activating a Pod, the Omnipod 5 App should always be able to
communicate with a Pod that is up to 5 feet (1.5 meters) away. Depending on the
location, the Omnipod 5 App may be able to communicate with a Pod that is as
much as 50 feet (15 meters) away.

Note: A er activating, the Pod beeps every 5 minutes until you apply it. If you do
not apply it and do not begin insulin delivery within 60 minutes a er activating,
the Pod becomes unusable.

If you see a communication error message when you attempt to activate your Pod,
and you are not using an older Pod, see "Error when activating a Pod"3%ipage
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Prepare the Pod Site

Caution: ALWAYS rotate insulin infusion sites to help prevent infusion sit
complications like scar tissue and infection. Rotating insulin infusion site
reduces the risk of scarring. Using a site with scar tissue can lead to problems
with insulin absorption.

Select the Pod infusion site (screen 9})

Guidelines for Pod site selection

Discuss suitable Pod placement sites with your healthcare provider using the
following guidelines:

* Place atleast 3 inches (7.62 cm) from your CGM sensor site, as indicated in
your Dexcom G6 System User Guide

»  Place within line of sight of the CGM sensor for the best connectivity. See
"19.2. CGM Placement" on pagé

Note: Line of sight means that the Pod and CGM are worn on the same side
of the body in a way that the two devices can "see" one another without your
body blocking their communication

e |deal sites have a layer of fatty tissue.
» Idealsites o er easy access and viewing.

e  esite should be atleast 1 inch (2.5 cm) away from the previous site to avoid
skin irritation.

»  esite should be atleast 2 inches (5 cm) away from your navel.

e Avoid sites where belts, waistbands, or tight clothing may rub against or
dislodge the Pod.

e Avoid sites where the Pod will be a ected by folds of skin.

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

* Avoid areas of the skin with an active infection.
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Pod site examples

Pod site map (optional)

e Pod site map is an optional feature that helps you track your current and
recent Pod site locations. is option only appears if the Pod Sites setting is turned
on (see "10.2. Reminder Settings" on [i28je

1. TapRECORD POD Sid Bring up the Record Pod Site screen.

2. TaptheFRONDrBACHKab to select an area of your body for your Pod. To
help you avoid recent Pod sites, the screen shows 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.
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# % 00% m 941 PM # % 00% B 9:41 PM

¢ Record Pod Site ¢ Record Pod Site

DETAILS FRONT BACK DETAILS

Site Details

oYe

CANCEL DONE CANCEL DONE

4. TaptheDETAILSab 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 a new detail, taDD NEWand type in the new detail. TARPD
when done e new detail is added to the list.

b. Select a 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 a site detalil, tap (xpnext to the detail.
5. Tap DONEwhen nished to return to the Change Pod screen.
Prepare the infusion site
To reduce the risk of infection at the infusion site:
1. Wash your hands with soap and water.
2. 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.

3. Drythe infusion site with a clean towel.

4. Use an 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 it.
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Remove the Pod's Tab

Warning: DO NOT apply a Pod if you see the cannula is extended beyond
the adhesive backingathe tab on the Pod is removed. is cannula
cannot be inserted resulting in under-delivery of insulin which could lead to
hyperglycemia.

Remove the Pod's tab (screen Qp:

1. Turnthe Pod so the tab is up and facing # v o m 541 U
you. &«  Change Pod

2. Place your thumb on the bottom ( at
edge) of the tab and pull the tab upwards.
e tab snaps 0. row the tab away.

o Clean site where Pod will be applied.
RECORD POD SITE  (optional)

e Remove tab and check cannula. Remove

When you remove the tab, a drop of paper backing.
insulin may be visible at the end of the -
cannula or in the well. Q“‘“\ J

3. Ifany of the following apply, tSpANCEL
and then dispose of the Pod and begin

e Check Pod and apply it to site.

again with a new Pod:
. o Tap START to insert I d begi
+ e Podis accidentally dropped, as O T o comnia and bein
this could mean the Pod is no longer
sterile.

» e Podorits adhesive pad is wet,
dirty, or damaged. CANCEL craRT

e e cannula extends beyond the
adhesive backing when the tab is
removed.

4. 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.

Apply the Pod

Inspect and apply the Pod (screen ep:

1. Examine the Pod. TARPANCERNd dispose of the Pod if the adhesive pad is
folded, torn, or damaged, and begin again with a new Pod.
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2. Orientthe Pod soitis:

e Horizontal

or diagonal _
on your Up, down, or slight angle

abdomen, hip, OO
lower back, or \,‘ 4
buttocks. [ | Horizontal or diagonal &

« Upanddown .'\ //,;' ®

or at a slight o {

angle on your
upper arm or

thigh. 00

e Foroptimal Up, down, or slight angle
connectivity,
the Pod should 7"t Back
be placed at
least 3 inches (7.62 cm) from and within line of sight to &gl Ce
Bluetooth connection between the CGM and the Pod does not travel
well through the body. Keeping both devices within line of sight allows
for consistent CGM communication with the Pod. See "19.2. CGM
Placement" on pag&s

Note: Line of sight means that the Pod and CGM are worn on the same
side of the body in a way that the two devices can "see" one another
without your body blocking their communication

3. Apply the Pod to the selected infusion site, pressing down rmly to secure the
Pod to your skin.

e adhesive is designed for one-time use. A er a Pod is placed on your body,
you cannot move that Pod to another infusion site.

Note: e Pod's adhesive keeps it securely in place for up to 3 days. However,

if necessary, several products are available to help with peeling adhesive. Ask
your healthcare provider about these products. Avoid getting any lotion,
creams, sprays, or oils near the infusion site as these products may loosen the
adhesive.

Begin Insulin Delivery

Caution: ALWAYS apply the Pod as directed. If you are applying a Pod in a
place that does not have a lot of fatty tissue, squeeze the skin around the Pod
until a er the cannula has inserted. Blockages (occlusions) may result if you
do not use this technique for lean areas.
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Begin insulin delivery (screen s@ ):

1. Ifyou applied the Pod to a lean area, squeeze the skin around the Pod.
2. TapSTARTO insert the cannula.

Con rm Pod is securely attached

1. Conrmthatthe Pod is securely attached to your body, theWEzp

2. Ifyou are squeezing your skin, stop squeezing when the OmnipocSkipp
if the cannula is properly inserted.

5.5. Checking Your Infusion Site

Warning: ALWAYS check the infusion siteea to make sure the cannula
is properly inserted and secured to the Pod. Verify that there is no wetness
or scent of insulin, which may indicate that the cannula has dislodged. An
improperly inserted, loose, or dislodged cannula could result in under-
delivery of insulin which can lead to hyperglycemia.

Warning: NEVER attempt to inject insulin (or anything else) into the I
port while the Pod is on your body. Attempting to do so could result in over-
delivery or under-delivery of insulin, which can lead to hypoglycemia or
hyperglycemia.

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

1. Lookthrough the viewing window on the edge of
the Pod to verify that the cannula is inserted into
the skin. e cannula is tinted light blue.

2. \Verify that there is a pink color on top of Pod.
is is an additional check that the cannulawas  cpeckhere  CECK

inserted. for light blue Poerrsi »
3. Verify that there is no wetness or scent of insulify21nula color

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

4. |Ifthe cannulais not properly inserted, &p. entap DEACTIVATE POD
Restart the process with a new Pod.

5. Ifthe cannulais properly inserted, ¥BS

Pod setup is complete. e screen shows details about the active Pod and a list
of reminders.
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Once the cannula is inserted, the Pod automatitialthe cannula with
insuin. e Pod then begins delivering the basal rate of insulin according to
the Basal Program in progress.

e cannula can be inserted only once with each Pod.
6. Review the list of active reminders, therGRQSE

Note: 90 minutes a er Pod activation, a Check BG reminder prompts you

to check your blood glucose reading and infusion site. is additional safety
feature helps ensure that the cannula was properly inserted. In either Manual or
Automated Mode, if a valid CGM value is received, this reminder will not display.
Se Check BG A er Pod Change" on page 201. If the Omnipod 5 App has a
CGM value displayed you will not receive this reminder.

Caution: ALWAYS check the alarm function when you change the Pod
if you suspect any issue with the Pod's sounds to ensure you don't miss
important alarms during use (see "Check alarms" oripaje

5.6. Switching to Automated Mode

An active Pod and CGM transmitter serial number are required to switch to
Automated Mode. If you have a CGM transmitter serial number entered in the
Omnipod 5 App, you will be prompted to switch to Automated Mode a er
activating your Pod.

To switch to Automated Mode:
% TapYES Switch to Automated

Mode?

To continue in Manual Mode:
3/4 TapNO NO YES

You can switch from Manual Mode to
Automated Mode at a later time. S2&1.
Switching from Manual Mode to Automated Mode" on (24§

Note: A er switching to Automated Mode, you may see Automated Mode:
Limited until CGM values are available. See "21.5. About Automated Mode:
Limited" on page 295
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5.7. Deactivating an Active Pod

Warning: DO NOT apply a new Pod until you have deactivated and
removed the old Pod. A Pod that is not deactivated properly can continue to
deliver insulin as programmed, putting you at risk of over-delivery of insulin,
which can lead to hypoglycemia.

Caution: NEVER reuse the Pod tsyringe or try to use a Il syringe that
did not come with your Pod. Always dispose of the used Pod and Il syringe
according to local disposal guidelines. Only use a new Pod with included I
syringe with each Pod change. Always carry supplies to perform a Pod change
should you need to replace your Pod at any time.

To deactivate and remove an active Pod: 3w 005 m a1 P
1. Navigate to the Pod change screen: ¢ Pod
Home > POD INFO tab VIEW POD INSULIN LEFT IN POD
DETAILS 10 Units
or (updated Yesterday, 9:29 pm)
Menu button(=) >Pod FopSTATUS
Expires: Friday
2. Tap CHANGE PQfen tap Jul 13 (1015 pm)
DEACTIVATE POD
REMINDERS
If a temp basal, extended bolus, orthe | checkss ALVAYS ON
ACthity featu rewas ln prOgreSS, It IS 90 minutes after Pod activation
Canceled now. Fod Expiration ALWAYS OM
. Remind & hours before
If you see a communication error o s HLIRES O
message, see "Error when activating a
Pod" on pages1
When you deactivate your Pod, the
system exits Automated Mode. When | ctose

the new Pod is activated, the system

will be in Manual Mode; however, you will be prompted to enter Automated
Mode if you have a CGM transmitter serial number entered in to the
Omnipod 5 App.

3. Remove the deactivated Pod from your body:

a. Gently li 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.
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c. Check the infusion site for signs of infection (see "Avoiding Infusion Site
Infections” on page 95

d. Dispose of the used Pod according to local waste disposal regulations.
4. To activate a new Pod, t§&T UP NEW POD.

5.8. More Information about Pod Use

Avoiding Infusion Site Infections

Caution: ALWAYS rotate insulin infusion sites to help prevent infusion site
complications like scar tissue and infection. Rotating insulin infusion sites
reduces the risk of scarring. Using a site with scar tissue can lead to problems
with insulin absorption.

Caution: DO NOT use a Pod if the sterile packaging is open or damaged, the
Pod has been droppeéieremoval from the package, or the Pod is expired|as
the Pod may not work properly and increase your risk of infection.

Caution: ALWAYS follow these steps in preparing your site. If your site is mot
cleaned properly or if your hands are dirty, you increase your risk of infectjon.

e Wash your hands.
» Clean the top of the insulin vial with an alcohol prep swab.

«  Clean your infusion site with soap and water or an alcohol prep swab, and
letit dry completely.

* Keep sterile materials away from any possible contamination.

Caution: ALWAYS check for signs of infection o en. If an infusion site shows
signs of infection:

*  Immediately remove the Pod and apply a new Pod at a di erent infusion
site.

e Contact your healthcare provider. Treat the infection according to
instructions from your healthcare provider.

If you see blood in your cannula, check your glucose more frequently to ensure
insulin delivery has not been a ected. If you experience unexpected high
glucose, change your Pod.

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
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Pod and apply a new Pod in a di erent logatien contact your healthcare
provider.

If you observe any problems with the Pod, deactivate the Pod and activate a new
one.

Additional Information

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 e ectively as possible, see the
following sections:

» Tolearn about caring for your Pod, see "14.1. Pod and Insulin Storage and
Care" on paggn4

e Tolearn about the Pod alarms, sagel 53

* Tolearn how to silence a Pod alarm (see "13.9. Silencing Unresolved Alarms
on pagd 97).

e Tounderstand the Pod's informational and noti cation beeps, including
which beeps are optional, see "13.11. Reminder Noti cations List" d®fage
and"13.4. Informational Sounds and Vibrations" on e

* Tounderstand how to handle situations where the Omnipod T Aot
communicate with your Pod, see "26.5. Pod Communication Issues —"Try
Again™ on page49

e Ifthe HomePOD INF@ab says "No Pod Communication:"

e To ndthe last time the Omnipod 5 App successfully communicated with
the Pod, navigate tdenu button (=) >Pod

 Ifyou are unable to restore communication with the Pod and want to
change to a new Pod, navigatdtenu button (=) >Pod > CHANGE
POD.
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6.1. About Basal Programs

While in Manual Mode, Basal Programs are used to deliver a steady amount of
insulin throughout the day. is is known as your basal itisuDi erent days

can have di erent routines. e Omnipod 5 System lets you create di erent

Basal Programs for your di erent routines. For example, you may use one Basal
Program on weekdays and a di erent one on weekends.

Before you create or change a Basal Program, do the following:

e Cancel yourtemp basal if it is running. See "7.3. Canceling a Temp Basal or
Temp Basal Preset" on p&agé

*  Switch to Manual Mode if currently using Automated Mode''Z22.
Switching from Automated Mode to Manual Mode" on (2fe

Tip: Write a list of the basal segments to guide you through entering the values for
each segment. You can write this list on the pages at the endséti@iide

6.2. Reviewing All Basal Programs

To review all Basal Programs:

1. Navigate to the list of Basal YT
Programs:
< Basal Programs
Menu button (=) >Basal
Programs Relax Day
A list of Basal Programs appears with In progrese
the Basal Program in progress at the s L1 s
top' 1?aml Sam am 1?::(2 Spim pm .17am
2. Scrollup or down as neededto see | Totak 31 Urday EDIT
additional Basal Programs.
Saved Basal Programs Total: 3
3. Tap onthe name of a saved Basal W
N B eekend
Program to see its graph and basal 27 Ufday
rates. Tap outside the graph to close
=« Fridays
that graph. B 55 U/ day

Basall
29.5 U/day

CREATE NEW
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6.3. Creating New Basal Programs

To create a new Basal Program:

1. Navigate to the Create Basal Program screen:
Menu button (=) >Basal Programs

2. Tap CREATE NEW

Note: If you already have 12 Basal ProgradRE-ATE NEW@bes not appear.
If necessary, you can delete an existing Basal Program. See "6.5. Deleting a
Basal Program" on patfeQ

3. SekCreate a Basal Program" on f&fije continue creating your new Basal
Program.

4. Ifyou have an active Pod and you want to use the new Basal Program now,
tap STARTO start using the new Basal Program. If you do not want to use the
new Basal Program now, tRioT NOW

6.4. Editing a Basal Program

To edit a Basal Program: e P
1. Navigate to the list of Basal ¢ Basal Programs
Programs:
Menu button (=) >Basal Relax Day
Programs In progress
2. Selectthe Basal Programyouwantt| o7 -Uw
edit. Scroll up or down as necessary | wm  sm  sn o izm o smo sn 1z
to locate the Basal Program. Total: 31 U/day EDIT
e To editthe Basal Program in Savad Basal Programs Total: 3

progress, tafgDITbeneath the Weakend
graph of the program in progress.| £% 7 qay
entap PAUSE INSULIN.

Fridays

+ Toeditasaved Basal Program, | #  5s0/0s
tap the Options button: ) next
to the Basal Program you wantto| g Basall
edit. entap Edit 29.5 U/day

3. Torename the Basal Program, tap
the Program Name eld and enter
the new name.

4. Optional: To change the tag, tap a di erent tag. Tap again to deselect atag
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5. TapDONE
6. TapNEXT

7. Seesteps?2-7of "6.2. Reviewing All Basal Programs"@stpageatinue
editing your Basal Program.

8. To activate the newly edited Basal Program:
* Ifyou edited the Basal Program in progressSIEpRT INSULIN
 Ifyou edited a saved Basal Program and want to startStT#sRT

9. Ifyou do notwant to start the newly edited Basal Progral@pNOW

6.5. Deleting a Basal Program

You can only delete a Basal Program that is not in progress. To delete a Basal
Program:

1. Navigate to the list of Basal Programs:
Menu button (= ) >Basal Programs
2. Tapthe Options button$ ) next to the Basal Program you want to delete.
3. TapDelete
4. TapDELET®B con rm deletion of the Basal Program.

Note: Always make sure you are deleting the correct Basal Program. Once deleted,
the action cannot be undone and you will have to recreate the Basal Program if
needed.

6.6. Switching to a Di erent Basal Program

To switch to a di erent Basal Program:
1. Navigate to:Menu button(=) >Basal Programs

Alist of Basal Programs appears with the Basal Program in progress at the top.
2. Selectadierent Basal Program in one of the following ways:

» Tosee agraph of a saved Basal Program prior to activating it, tap on the
name of that Basal Program. en taSTART

Tip: Double-tap the graph to see an expanded view of the Basal Program.
Swipe le and right to view basal rates for later or earlier times.
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 Tap the Options button ) to the right of a saved Basal Program, then
tapSTART

3. Tap STARTagain to start the newly selected Basal Program.

6.7. 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 5 System, the Pod can mimic a pancreas of a person without
diabetes by delivering basal insulin continuously as your wear the Pod.

About half of a person's total daily insulin (TDI) dose typically comes from basal
insulin delivery; the other half typically comes from bolus doses.

In the Omnipod 5 System, basal delivery occurs di erently depending on which
of the two modes you are operating in: Manual or Automated.

Manual Mode BasalPrograms

Abasal rate is the number of units of insulin delivered per hour.

A basal segment de nes 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.

is gure shows a Basal Program with three basal segments that deliver 7.4 U
total in a 24 hour period.

Basal Program
- N

Basal segment 2

°© o o r
e (o3} [o¢] o
[ I

Basal segment 1

e

o
o

Basal Rate (U/hr)
o

Midnight 6pm  Midnight
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Insulin needs vary throughout the day. erefore, most people set their basal rates
to deliver more or less insulin at certain times of the day. For example, you could
deliver a lower rate of insulin during the night and a higher rate during the day.

In order to create the Basal Program shown in the example above, the following
basal segments are programmed into the Omnipod 5 App

Segment Basal rate

1: Midnight—=10:00am 0.20 U/hr  Between midnight and 10:00 am, the Pod
delivers 0.20 units of insulin per hour.

2: 10:00am—-2:00pm 0.60 U/hr Between 10:00 am and 2:00 pm, the Pod
delivers 0.60 units of insulin per hour.

3: 2:00 pm-midnight 0.30 U/hr  Between 2:00 pm and midnight, the Pod
delivers 0.30 units of insulin per hour.

You may have di erent routines on di erent days of the week; for example,
your weekend routine may di er from your weekday routine. To handle these
predictable changes in your routine, you can create up to 12 di erent Basal
Programs (see "6.3. Creating New Basal Programs” @®page
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7 Temporary Basal Rates and Presets

7.1. About Temporary Basal Rates

When in Manual Mode, you can 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 Pod
will start delivering the scheduled Basal Program.

If there is a temp basal that you usaoyou can create a "temp basal preset" for
rapid activation in the future. To create a temp basal preqeage®67 You can
create up to 12 temp basal presets.

To turn ON or OFF the ability to start temp basals, or to change between
specifying the temp basal as a percentage or in U/pagei&2

Tip: By default, the Omnipod 5 App 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 "13.3. Sounds and Vibrations" dtbgage

Before you create or change a temporary basal rate, do the following:

» Temp basal setting must ¥\ If it is OFF see "10.3. Basal and Temp Basal
Settings" on pads2

» If the Omnipod 5 System is currently in Automated Mode, switch to Manual
Mode. See "22.2. Switching from Automated Mode to Manual Mode" on page
300
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Temporary Basal Rates and Presets 7

7.2. Starting a Temp Basal

Note: You cannot start or cancel a temp basal during an immediate bolus, but you
can start or cancel a temp basal while an extended bolus is in progress.

To start a temp basal:

1. Navigate to:
Menu button (=) >Set Temp Basal

e screen shows a graph of the Basal Program in progress.
2. TaptheBasal Rateeld and scroll to the desired change in the basal rate:
 [fusing a percengf) change:

An UP ARROW \f) indicatesncreasingthe basal rate above that of
the Basal Program in progress.

A DOWN ARROW }) indicateglecreasinghe basal rate below that
of the Basal Program in progress.

e Ifusing a atrate (U/hr), scroll to select the basal rate for the entire temp
basal period.

Note: To change whether temp basals are con gured as percent (%) or U/hr,
se€'10.3. Basal and Temp Basal Settings" oipage

Note: e scroll wheel will not scroll above your Maximum Basal Rate. To
adjust your Maximum Basal Rate, see "Maximum Basal Rate" &8page

Tip: You can turn OFF insulin 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 d&ddeand"7.7. Temporary
Basal Rates Delivery" on pa0@

3. TaptheDuration eld and scroll to the desired temp basal duration
(between 30 minutes and 12 hours).
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7 Temporary Basal Rates and Presets

4. Examine the temp basal graph at
the top of the scem. e proposed
temp basal is displayed over the Bas Graph: U/hr
Program in progress.

< Confirm Temp Basal

e elighter blue shaded area = 12 0.75

shows the proposed temp basal
rate for ea‘Ch Segment F30pm  Spm &42pm  10:30pm

* Ifyou seta decrease, the Basal
Program in progress is shown as | thengebasslrate y
a horizontal dotted line.

5. Tap CONFIRMo continue.

6. Review the temp basal details. If
corrections are needed, tap on the
row to change. en enter your
corrections and con rm them.

7. To startthe temp basal, t§TART
entap STARTagain.

Once the temp basal starts, the Home
screen'$NSULINab is highlighted in

light blue and is renamed TEMP ON = P
which indicates that the temp basal is in —
progress e TEMP OMab now ShOWS DASHBOARD TEMF ON FOD INFO
that the temp basal is in progress, what

CANCEL START

Manual

the basal rate change is, and how much Iﬁﬂ;isﬁi‘fﬁ]’
time remains. “05um ]
At the end of the temp basal time period,| .. 1 L S,

the Pod will go back to delivering the
scheduled Basal Program.

12am Sarm Dam  13pm Sprm opm 12am

Decrease ‘ 20% CANCEL  VIEW

LAST BOLUS CGM INFO
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7.3. Canceling a Temp Basal or Temp Basal Preset

A temp basal stops automatically at the end of its time period and the last
scheduled Basal Program starts.

To cancel a temp basal before the end of its time period:
1. Navigate to the Home screemEMP ONab.
2. Tap CANCEL

3. Tap YE 3o conrm cancellatio. e Omnipod 5 App cancels the temp
basal and starts the last scheduled Basal Program.

7.4. Creating a New Temp Basal Preset

To create a new temp basal preset:

1. Navigate taMenu button (=) >
Temp Basal Presets. ¢ Create Temp Basal

2. Tap CREATE NEW Gym Class —

How Heat Day

Note: If you already have 12 temp
basal preset§REATE NEWbes not
appear. If necessary, you can delete an
existing preset. A A

TPam & 30am

3. TapthePreset Nameeld and enter a Basa;lzahte
descriptive name for your preset. (op to 30/

4. Optional: Tap a tag to appear beside th ¥25
name of the new preset. Tap a second | nerease
time to deselect the tag. If you do not | puration
select atag, a default tag is used. End Time: 8:14 AM

5. TapDONE 4

Note: e default name for the preset
is "Temp Basal" followed by a number.

6. TapNEXT
7. TaptheBasal Rateeld and scroll to the desired value.

CANCEL CONFIRM

* Ifusing a percenéf) change:

An UP ARROW f) indicatesncreasingthe basal rate above that of
the Basal Program in progress.

A DOWN ARROW ;) indicateglecreasinghe basal rate below that
of the Basal Program in progress.
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7 Temporary Basal Rates and Presets

e Ifusing a atrate (U/hr), scroll the wheel to select the basal rate for the
entire temp basal period.

8. TaptheDuration eld and scroll to a duration for the preset. e temporary
change to the Basal Program is shown on the graph.

9. Tap CONFIRM

10. Review the temp basal details. If corrections are needed, tap on the row to
change. en enter your corrections and con rm them.

11. Tap SAVHo save this as a temp basal preset.

12. If you would like to start this temp basal now,8ARTOtherwise, tapN\OT
NOW

7.5. Editing a Temp Basal Preset

Note: You cannot edit a temp basal preset that is in progress.
To edit a temp basal preset:
1. Navigate to the Temp Basal Presets screen:

Menu button (=) >Temp Basal Presets

2. Findthe preset that you want to edit. en tap the Options butt:7)@nd
tapEdit

3. Torename the preset, tap fPreset Nameeld and enter the new name.

4. Optional: To change the tag, tap a di erent tag. Tap again to deselect a tag.

5. Tap DONE.

6. TapNEXT

7. Change the basal rate and duration as desired.

8. Tap CONFIRM

9. Review the temp basal details. If corrections are needed, tap on the row to

change. en enter your corrections and con rm them.
10. TapSAVHo save your changes.

11. If you would like to start this temp basal now,8ARTOtherwise, tagpN\OT
NOW
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Temporary Basal Rates and Presets 7

7.6. Deleting a Temp Basal Preset

Note: You cannot delete a temp basal preset that is in progress.
To delete a temp basal preset:
1. Navigate to the Temp Basal Presets screen:
Menu button (=) >Temp Basal Presets
2. Tapthe Options button? ) next to the preset you want to delete.
3. TapDELETE
4. TapDELETHoO con rm deletion of the preset.

Note: Always make sure you are deleting the correct temp basal preset. Once
deleted, the action cannot be undone and you will have to recreate the temp basal
preset if needed.

7.7. Temporary Basal Rates Delivery

A temp basal lets you override the currently running Basal Program by setting
a di erent basal rate for a predetermined period of tileéeature is only
available in Manual Mode.

For example, if you are going cross-country skiing for several hours, you could
set a temp basal to lower your basal rate during and a er your exercise (see
"Temporary Basal Rates and Presets" orif8ye

Temp basals can last from 30 minutes to 12 hours. At the end of the speci ed time,
the Pod automatically goes back to the programmed basal rate.
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7 Temporary Basal Rates and Presets

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
a a atrate 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

de ned by the currently scheduled Basal Program but increases or decreases the
insulin delivery by the speci ed 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%.

Temp basal set to U/hr
1.0 setto 0.9 U/hr _

—~ 0.8+ .
= setto 0.1 Urhr
=2 0.6 7

12AM 12 AM Noon 12 AM

Temp basal set to %

1.0+ 50% increase _

0.8 _
= 50% decrease
3 0.6 =
£ 0.4 -
04
© 0.2
3
m

Noon 12AM 12 AM Noon 12 AM

==== Temp basal from 7 AM to 4:30 PM
Basal Program
Actual insulin delivered
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Temporary Basal Rates and Presets 7

e calculations for the 50% increase temp basal in the example above gure are:

Segment Basalrate of | 50% increase Resulting temp
boundaries* Basal Program (U/hr) basal rate:

(Urhr) (Urhr)
Midnight—=7:00 am | 0.20
7:00 am—10:00 am 0.20 0.20 x50%=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 de ned by the currently scheduled Basal Program.
Temp basal limitations

Prohibited temp basalsYou cannot set a temp basal of 0%, as there would be no
change from the Basal Program in progress.

Maximum temp basal:

*  When using percent (%), you can set the temp basal up to 95% more than
your Basal Program in progress's rate with the following exception: You
cannot set a temp basal that would go above your Maximum Basal Rate
during any time segment covered by the temp basal duration.

*  Whenusing a atrate (U/hr), you cannot set a temp basal above your
Maximum Basal Rate.

Temp basals that turn dbasal insulin delivery:When using percent (%), if

you set a decrease that results in a ow of less than 0.05 U/hr for a segment, the
Omnipod 5 App 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. is is
because the Pod delivers insulin in 0.05 U pulses.

For example, if the ow rate for a basal segment is 0.10 U/hr and you create a temy
basal with a 60% decrease for:

»  One hour, the resulting ow rate of 0.04 U/hr results in no insulin being
delivered for the one-hour duration of the temp basal.

»  Two hours, the resulting ow rate of 0.04 U/hr results in the delivery of O U
insulin in the rsthour and 0.05 U insulin in the second hour.

You can set a temp basal to turn o basal insulin delivery for a set period of time by
using a 100% decrease or a at rate of 0 U/hr. e 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 0 basal insulin delivery.
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7 Temporary Basal Rates and Presets

Tip: Using atemp basal to turn o basal insulin delivery is useful if you want your
Basal Program to automatically start when the temp basal ends.

Temp basal presets

Some temporary changes in your daily routine are easy to predict, and you may
know from experience how they a ect your insulin needs. For example, you
might join a summer soccer league or attend an exercise class. For people who
menstruate, your monthly hormonal change can a ect glucose in a predictable
manner.

To handle predictable, short-term changes, you can de ne temp basal presets
(seeéTemporary Basal Rates and Presets" orifp8g©nce stored, a temp basal
preset can be started quickly at a later time.
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8 Blood Glucose Readings

8.1. About Blood Glucose Readings

Warning: ALWAYS follow your healthcare provider's guidance on
appropriate glucose monitoring to avoid hyperglycemia and hypoglycem

a.

e Omnipod 5 System receives regular glucose values from the CGM when you
have connected the CGM to an active Pod. Once connected, CGM values are
displayed and can be used in the Omnipod 5 App in both Manual and Automated
Modes. ere may be times when you need to check your blood glucose using a
separate BG meter. You may want to check your blood glucose if:

*  You are experiencing symptoms of hypoglycemiaSyemtoms of
hypoglycemia (low glucose)" on page

*  You are experiencing symptoms of hyperglycemidSgegtoms of
hyperglycemia (high glucose)" on p2ge

*  You are experiencing symptoms that are not consistent with your CGM
values.

* Your CGM requires calibration. For more information, refer to yaexcom
G6 CGM System User Guide

e You are not using a CGM to monitor glucose.
* Your healthcare provider advises you to do so.
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Blood Glucose Readings 8

8.2. Entering Your Blood Glucose Reading

To enter your blood glucose reading:
1. Check your blood glucose following your BG meter's instructions for use.
2. Gotothe Enter BG screen on your Omnipod 5:App

Menu button (=) >Enter BG
Or from the SmartBolus Calculator, tap @lacoseeld.

3. Manually enter or edit a blood glucose value as follows:
a. Tapthe box inside the circle.
b. Enter and con rm your blood glucose reading using the number pad.
c. TapDoneto close the number pad.

Note: Alternatively, you can enter a blood glucose reading using the circular
slider (see "Using a slider" on pa8eWhen using the slider, "+" and "-"
buttons appear I y. Tap these buttons to make small adjustments to the
glucose number.

Note: When you enter a blood glucose reading above 600 mg/dL, the
Omnipod 5 App stores it adI'. When you enter a blood glucose reading
below 20 mg/dL, the Omnipod 5 App stores iLas."

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

e Tap ADD TO CALCULAT@Rave any tags and enter the blood glucose
reading into the SmartBolus Calculator.

Note: Until a blood glucose reading has been entered, or if insulin is
pausedADD TO CALCULAT@HRisabled.

e Tap SAVHo save the blood glucose reading and any tags in the history
records. If you accessed this screen from the SmartBolus Calculator, SAVE
does not appear.

« Tap CANCELthenYESto exit the screen without saving the blood
glucose reading or tags.

e Omnipod 5 App records the current time as the time of the blood glucose
reading.
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8 Blood Glucose Readings

8.3. High and Low Blood Glucose Readings

Warning: ALWAYS follow your healthcare provider's guidance on appropriate
glucose monitoring to avoid hyperglycemia and hypoglycemia.

Warning: Glucose below 70 mg/dL may indicate hypoglycemia (low glucose).
Glucose above 250 mg/dL may indicate hyperglycemia (high glucose). Follow
your healthcare provider's suggestions for treatment.

Warning: ALWAYS promptly treat hypoglycemia. Glucose at or below 55 mg/
dL indicates sigj cant hypoglycemia (very low glucose). If le untreated, this
could lead to seizure, loss of consciousness and death. Follow your healthcare
provider's recommendations for treatment

Warning: ALWAYS promptly treat glucose below 70 mg/dL (hypoglycemia)
according to your healthcare provider's recommendations. Symptoms
of hypoglycemia include weakness, sweating, nervousness, headache, or
confusion. Ifle untreated, hypoglycemia could lead to seizure, loss of
consciousness, or death.

Warning: DO NOT wait to treat hypoglycemia (low glucose) or symptom
of hypoglycemia. Even if you cannot check your glucose, waiting to treat
symptoms could lead to severe hypoglycemia, which can lead to seizure, loss of
consciousness, or death.

")

Warning: ALWAYS promptly treat hyperglycemia (high glucose) according
to your healthcare provider's recommendations. Symptoms of hyperglycemia
include fatigue, thirst, excess urination, or blurry vision. If le untreated,
hyperglycemia could lead to diabetic ketoacidosis (DKA), or death.

Warning: DO NOT wait to treat DKA. If le untreated, DKA can quickly lead
to breathing di culties, shock, coma, or death.

Warning: ALWAYS treat "LOW" or "HIGH" CGM values and "LO"

or "HI" blood glucose readings according to your healthcare provider's
recommendations. ese values can indicate potentially serious conditions
requiring immediate medical attention. If le untreated, these situations can
quickly lead to diabetic ketoacidosis (DKA), shock, coma, or death.

If the blood glucose reading is HI or above 600 mg/dL, the Omnipod 5 App
records "HI" in the history. is indicates severe hyperglycemia (high glucose). If
the blood glucose reading is LO or below 20 mg/dL, the Omnipodigéggs
"LO"inthe history. is indicates severe hypoglycemia (low glucose).

e Omnipod 5 App indicates high and low blood glucose readings as follows.

116



Blood Glucose Readings 8

Glucose reading Screen display

Above 600 mg/dL or HI HI

20-600 mg/dL <blood glucose reading>
0-19 mg/dL or LO LO

How Blood Glucose Readings are Displayed

e Omnipod 5 App displays the blood glucose reading inside a colored circle.
ecircleis:

* Yellow if your blood glucose is above your Glucose Goal Range.
e Greenifyour blood glucose is within your Glucose Goal Range.
* Redifyour blood glucose is below your Glucose Goal Range.
To change your Glucose Goal Ranggyagei 42

# WLE TP

<  EnterBG

192

mg/dL

ADD TAGS

CANCEL SAVE

# WILE T PM

<  EnterBG

126

ADD TAGS

CANCEL SAVE

# WLE TP

<  EnterBG

45

mag/dL

O

ADD TAGS

CANCEL SAVE
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8 Blood Glucose Readings

8.4. Tagging Your Blood Glucose Readings

You can add informational tags to your

blood glucose reading for future reference.
For example, you may tag the blood glucos
reading as pre-meal.

Add Tags (Limit 4 tags)

To add a tag to the current blood glucose
reading:

1. TapADDTAGS

2. Tapatagto selectit. You can add up tq
four tags.

®HE®®
OICIOXE©
H=6 G
®HE®®@

3. Toremove atag, tap the tag again to
deselect it.

CANCEL SAVE
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9 Pausing and Starting Insulin Delivery

9.1. Pausing Insulin Delivery

Caution: ALWAYS tapSTART INSULtdNstart insulin deliveryer a
pause period has ended during Manual Mode use. Insulin delivery does not
automatically start a er a pause. If you do not start insulin delivery, you could
develop hyperglycemia.

Sometimes you may need to pause insulin deliviery.iftor example, you must
pause insulin delivery prior to editing a Basal Program in progress or changing the
time zone e Omnipod 5 System lets you pause all insulin delivery for up to two
hours.

For the di erence between pausing insulin delivery using the pause feature or the
temp basal feature, see "9.2. Methods to Temporarily Pause Insulin Delivery in
Manual Mode" on pade21

Before you begin, do the following:

¥ You must be in Manual Mode to pause insulin. If you are currently using
Automated Mode, see "22.2. Switching from Automated Mode to Manual
Mode" on paga0Q

Pause insulin delivery
To pause insulin delivery:

1. Navigate to:
Menu button (=) >Pause Insulin

& Pause Insulin

2. TapthePause Insulireld. Scroll to How long would you like to
specify h_ow long to pause insulin. € | pause insulin delivery?
paused time can last 0.5 hour, 1 hour,

15 hOUfS, or 2 hours_ Allinsulin delivery stops during this time.
3. Tap PAUSE Pause Insulin
4. Tap YESo con rm that you want to (0.5to2 hrs)

pause all insulin delivery. 1.5 s

All basal insulin delivery is paused.

e Home screen displays a yellow banner
stating that "Insulin delivery is paused.”

Note: e Pod beeps every 15 minutes
throughout the pause period. At the end of

the pause period, insulin delivery does not
automatically start. e Pod and Omnipod
5 Appnotify you every minute for 3 CANCEL

minutes, and repeat this noti cation every
15 minutes until you have started insulin delivery.
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9.2. Methods to Temporarily Pause Insulin Delivery in
Manual Mode

ere may be times when you want to pause 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:

» Pause insulin delivery
e Setatemp basal to turnmsulin delivery:
e following table compares these options for pausing insulin delivery.

Pause insulin Temp basal of 0 U/hr
E ect on basal and No basal delivery No basal delivery
bolus insulin delivery No bolus delivery Boluses allowed
Minimum duration : :
for pausing insulin 30 min 30min
Maximum duration
for pausing insulin 2hrs 12hrs
Insulin delivery starts
automatically No Yes
. e middle tab of
iﬁ:jeg? tﬁgglag c?tetg € Startinsulin. The insulin Home screen now
durati oﬁ pause period has ended. shows "Basal," not
"Temp Basal"
Beeps while insulin is . At the beginning and
paused Every 15min every 60 min
%?%%S Sath]? e%nd Every 15 min until One beep, then insulin
dur aﬁ on you tapStart starts automatically
Editing a Basal Program in
progress _ _
Must be used wherj ) ] Use is never required
Changing the time zone
Testing alarm and vibrate feature
How to cancel the Menu button (=) > Home: Temp Basal tab

pause Start Insulin >CANCEL
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9 Pausing and Starting Insulin Delivery

9.3. Starting Insulin Delivery

Caution: ALWAYS tapSTART INSULtdNstart insulin deliveryer a
pause period has ended during Manual Mode use. Insulin delivery does not
automatically start a er a pause. If you do not start insulin delivery, you could
develop hyperglycemia.

& W Gl m 9A1 P

Start insulin delivery before the pause < StartInsulin

period ends insulin delivery is paused

1 Nawgate to: Do you want to start insulin
Menu button (=) >Start Insulin delivery?

2. Tap START INSULIbkca rm T e s
restarting the Basal Program scheduled '

for the current time.

e Omnipod 5 App beeps toicom that
insulin delivery has started.

START INSULIN

CANCEL

Start Insulin
Start insulin delivery after the pause
period ends
¥ Tap START INSULiidNstart insulin
delivery.

e OmnIpOd 5 App starts the Basa.l Do you want to start insulin delivery
Program that is scheduled for the current :ith flh: Bezal Progren N>
time and beeps to alert you that insulin S
de|lV€I‘y has Stal'ted The insulin pause period has ended.
If you do not start insulin delivery
immediately, this screen reappears and the e
Omnipod 5 App and Pod beep every 15

minutes until insulin delivery is started.
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10 Changing Settings

10.1. General Settings

Warning: DO NOT start to use your system or change your settings without
adequate training and guidance from your healthcare provider. Initiating and
adjusting settings incorrectly can result in over-delivery or under-delivery of
insulin, which could lead to hypoglycemia or hyperglycemia. Settings that
impact insulin delivery mainly include: Pod &R, basal rate(s), Max Basal
Rate, Max Bolus, Correction Factor(s), Insulin to Carb (IC) Ratio(s), Minimum
Glucose for Calculations, Target Glucose and Correct Above, and Duration of
Insulin Action.

Some settings di er between the Insulet-provided Controller with the
Omnipod 5 App and the Omnipod 5 App on your smartphone.

If you are using th€ontroller, settings allow you to change your network
connectivity, screen display settings, lock screen settings, and time zones. You can
also check alarms and resetGoatroller.

If you are using your smartphone, settings allow you to change your insulin
delivery time zone. You can also check alarms and reset the app.

Network Connectivity

Airplane Mode is a device setting that turns o cellular and Wi-Fi network
connectivity. Airplane Mode can be turned ON or OFF.

Note: ough the Omnipod 5 System does not require constant network
connectivity, frequent connectivity (either cellular or Wi-Fi) is needed for optimal
use of the system, such as if you typically share your glucose data with a care
partner. Consider re-enabling Wi-Featurning on Airplane Mode for optimal
system use.

Note: On the Controller, Bluetooth connectivity is n@daed. If you are using
your smartphone, make sure to check that Bluetooth is enadigdaturn ON
Airplane mode

Note: ALWAYS keep the Bluetooth setting ON. If you turn this setting OFF, you
will not be able to use the Omnipod 5 App.

Airplane mode

To turn Airplane ModéN or OFFon the Controller:

1. Navigate to:Menu button(=) >Settings > General.

2. Tap theAirplane Modeoggle to turn Airplane Mod®N or OFF,
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Changing Settings 10

Screen Display
Use the screen display settings to control the screen time-out and brightness.

Screen time-out

e Controller screen turns black if you have not used it for thecépd amount
of time in order to preserve battery power. To change the amount of time:

1. Navigate to:
Menu button (=) >Settings >Generab>Screen Time-Out

2. Tap adesired amount of time to select it.
Tip: A shorter screen time-out extends the battery charge.
3. TapSAVE
Screenbrightness
To adjust the brightness of the screen oCibwatroller.
1. Navigate toMenu button(=) >Settings >Generab Brightness

2. Place your nger on the blue dot of the slider. Slide your nger to the right
to increase the screen brightness. Slide your ngeete tto decrease the
screen brightness.

Tip: Lower screen brightness extends the battery charge.

Lock Screen

You can edit your Controller's Lock screen message, background image, and PIN
which help ensure that you are using the correct Controller.

Lock screen message
To change your Lock screen message:
1. Navigate toMenu button(=) >Settings >Generat Message

2. Tapthe Lock screen messagd and enter the message you want the
Controller to display when you turn it ON.

3. TapSAVE

Lockscreen background

To change the background image on the Lock screen:

1. Navigate toMenu button(=) >Settings >Generat>Background
2. Tapthe background image you wantto use.

3. TapSAVE
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PIN

To change your personal idection number or PIN:

1. Navigate toMenu button(= ) >Settings >General>PIN

2. Enteryour current PIN.
3. Enterthe new four-digit PIN.
Tip: Tap the eye icon to display or hide the PIN.

4. TapDoneto accept the PIN.
5. Re-enter the new PIN, and then pne.
Note: To change your PIN, you must have cellular or Wi-Fi connectivity.

Note: If you have problems with your PIN, contact Customer Care. For contact
information, see the Customer Care card at the front diif@s Guide

Time Change

Caution: AVOID turning Automatic Time Zone OFF on the Controller. If you
turn Automatic Time Zone OFF, your Controller will not be able to detect when
your device time zone and insulin delivery time zone do not match. Delivering
insulin basedwa di erent time zone than your local time could cause errors
in insulin delivery and data logging, which could lead to hypoglycemia or
hyperglycemia.

A time change occurs when you are traveling to a di erent time zone or for

daylight savings time. To help you manage time changes your device's time zone is
separate from your insulin delivery time zone as described in the table below.

Omnipod 5 App | Device Time Insulin Delivery | Automatic Time
on: Zone Time Zone Zone Setting:
ON/OFF
Controller Time shownon | Time shownin | Recommended
your Controller | the Omnipod ON
(status bar, lock | 5 App, insulin
screen) delivery is based
on App time
Smartphone Time shownon | Time shownin | Required ON
your smartphone| the Omnipod
(status bar, lock |5 App, insulin
screen) delivery is based
on App time
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Device time zone

Your device time zone is the time displayed outside of the Omnipod 5 App on
the status bar and the lock screen. Your device time will update automatically
when you travel to a new time zone or for Daylight Saving Time when you have
the Automatic Time Zone setting ON. It is recommended that you keep your
Automatic Time Zone setting ON so your device time zone will always be your
local time zone.

To turn Automatic Time Zon®N orOFE

1. Navigate taMenu button (= ) > Settings > General > Time Zane
2. Ifyou have an active Pod, RRUSE INSUNL&Nd taprES

3. TapDevice Automatic Time Zone.

4. Tap the toggle to turn Automatic Time Zone detecdhor OFF

Tip: Blue color means the setting is ON. Gray means the setting is OFF.

5. When the device's Automatic Time Zon®Is- you have access to the
Controller time zone.

6. Tochange the time zone of the ControllerSBhECT TIME ZGiNE select
the desired time zone from the list.

Note: Using the Omnipod 5 App on your smartphone requires you to have the
Automatic time setting ON.

Insulin delivery time zone

Your insulin delivery time zone is the time displayed in the Omnipod 5 App and
only changes when you change it yourgei§. the time zone that your insulin
delivery is based on. When you have the Automatic Time Zone setting ON, the
Omnipod 5 App detects when your device time zone and insulin delivery time
zone do not match and will notify you. For example, when you travel outside of
the country, your Omnipod 5 App will ask you if you would like to update your
insulin delivery time zone to your new local time.

You may want to change your insulin delivery time zone, for example, if you are
preparing to travel to a new time zone.

To change your insulin delivery time zone:

1. InManual Mode, navigate tgtenu button (= ) > Settings > General >
Insulin Delivery Time Zone

2. Ifyou have an active Pod, PRUSE INSULAINd tapYES
3. Select the desired time zone and3AWEANd then tagCONFIRM
4. TapYESo restart insulin delivery.
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10.2. Reminder Settings

Caution: AVOID setting your Controller or smartphone to Silent, Vibrate or
any other setting that prevents you from hearing alarms ancatioins from
your Omnipod 5 App, such as Digital Wellbeing for Android tools that limit
sounds and noti cations. If you do not hear alarms and noti cations from your
Controller or smartphone, you might not make the changes you need to make
to your insulin therapy in a timely manner. Your Pod will still sound, and you
will be able see the Alarm or Noti cation displayed on the Omnipod 5 App. See
"13.3. Sounds and Vibrations" on pHgjéto learn how to manage sounds and
vibrations.

Reminder noti cations bring attention to various actions you may want to take
(se€'13.11. Reminder Noti cations List" on pd@®and'13.3. Sounds and
Vibrations" on pagé5s7).

Pod Expiration

e Pod Expiration reminder tells you when the Pod is nearing its expiration so

you can plan to change your Pod at a convenient time. You can set tiatiomt

to appear from 1 to 24 hours before the Pod expires. At the selected time, the Pod
beeps. e Omnipod 5 App displays a message and the Controller or smartphone
beepsivibrates.

To set the timing of the Pod Expiration reminder:
1. Navigate toMenu button(= ) >Settings >Reminders>Pod Expiration

2. TapthePod Expirationeld and select how long before your Pod expires that
you would like to be noti ed.

3. TapSAVE

Low Pod Insulin

An advisory alarm from the Pod and Omnipod 5 App sounds when the insulin
level in your Pod drops below the low Pod insulin setimgetting can range
from 10 to 50 units.

To set the insulin level for the Low Pod Insulin advisory alarm:

1. Navigate toMenu button(= ) >Settings >Reminders>Low Pod
Insulin

2. TaptheLow Pod Insulineld and select the level of Pod insulin at which you
would like to be noti ed.

3. TapSAVE
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Pod Shut-O

Warning: You must use the Omnipod 5 App within 15 minutes of the onset
of the Pod SheO advisory alarm. If you do not respond to this alarm
within this time, the Omnipod 5 App and Pod sound a hazard alarm and
your Pod stops delivering insulin which can lead to hyperglycemia.

If the Pod Shut-O feature is ON, the Pod automatically deactivates if you do
not use the Omnipod 5 App withingfde ned time. Consult your healthcare
provider prior to changing the Pod $t@ setting.

To enable or disable Pod Shut-O :
1. Navigate toMenu button(= ) >Settings >Reminders>Pod Shut-O.
2. TapthePod Shut-O toggle to enable or disable the Pod Shut-O feature.

3. IfPod Shut-O is enabled, tap theactivity Timereld and select the length
of time for the countdown timeiis setting can range from 1 to 24 hours.

Example: If you choose 10 hours, you must wake up your Omnipod 5 App
and unlock it at least once every 10 hours, day and night, to prevent the Pod
Shu-O alarm.

4. TapSAVE

Con dence Reminders

When can dence reminders are ON, you will hear a tone at the start and end of
each bolus, extended bolus, or temp basal:

e e Omnipod5 App beeps at the start.
e e Podbeeps at the end.

Con dence reminders are especially useful when you are getting familiar with
your Omnipod 5 System and want additional con rmation that an insulin
delivery command went through. To turn con dence remindaxsor OFF

1. Navigate toMenu button (=) >Settings >Reminders

2. TaptheCon dence Remindergoggle to turn con dence reminde@N or
OFF.

Note: You cannot turn OFF beeps that occur at the start of a temp basal set to
deliver no (zero) insulin.
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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 remDNessOFF

1. Navigate toMenu button (=) >Settings >Reminders

2. Scroll as needed and tapfregram Remindertoggle to turn program
reminders<ON orOFF

Note: You cannot turn OFF beeps that occur during a temp basal set to deliver no
(zero) insulin.

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. Navigate toMenu button (=) >Settings >Reminders

2. Scroll down and tap tleustom Remindertoggle to enable or disable all
custom reminders.

If you disable these reminders, the Omnipod 5 System saves any previously set
reminders for later use.

Note: e custom reminders toggle must be setto ON in order to add, edit, or
delete custom reminders.

Edit an individual custom reminder

If custom reminders are enabled, you can edit or@Nror turnOFFan
individual custom reminder:

1. Navigate toMenu button (=) >Settings >Reminders>Custom
Reminders

2. Tapthe name of a custom reminder.

3. Tap the toggle next @ustom Remindeto turn this custom remindé€dN
or OFF

4. Make any desired changes to the frequency, day(s), time, name, and text.
5. TapSAVE
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Add a new custom reminder

To add a new custom reminder:

1.

7.

Navigate toMenu button (=) >Settings >Reminders>Custom
Reminders

TapAdd Reminder
Tap the toggle to sel&tihgle Remindeor Recurring Reminder

» Forsingle reminders, tap tReminder dateeld and select the date for
the reminder.

» Forrecurring reminders, specify the days of the week by tapping the boxes
next to the days you want. A selected box has a checkmark in it.

Tap theReminder timeeld and select the time for the reminder.
e Controller or smartphone will vibrate or beep one minuteethis
reminder time.

Tap theReminder Nameeld and enter a descriptive name for the reminder.
e name can have up to 32 characters.

Tap theReminder Texield and enter a message to be displayed on the screen
at the reminder time.
e message can have up to 64 characters.

TapSAVE

Delete a custom reminder

To delete a custom reminder:

1.

Navigate toMenu button (=) >Settings >Reminders>Custom
Reminders

Tap the name of the custom reminder that you would like to delete.
TapDELETE
TapYESo can rm the deletion.
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10.3. Basal and Temp Basal Settings

e following sections describe how to change settings that control basal insulin
delivery.

Note: ese settings only apply when using Manual Mode.

Maximum Basal Rate

e Maximum Basal Rak de nes an upper limit for any basal rate used in your
Basal Programs and temp basals during Manual Mode only. Consult your
healthcare provider before changing this setting.

To change your Maximum Basal Rate:
1. Navigate toMenu button (=) >Settings >Basal & Temp BasaMax

Basal Rate

2. TaptheMax Basal Rateld 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 OFFthe ability to set temp basals:
1. Navigate toMenu button (=) >Settings >Basal & Temp Basal

2. Toenable or disable the ability to set temporary basal rates (temp basals), tap
the toggleON or OFF,

3. Tochangdetween using percent (%) or at rate (U/hr) temp basals:
a. TapTemp Basal
b. Select the desired method for setting a temp basal:

e TapPercent (%)o modify the Basal Program in progress by a set
percentage increase or decrease.

e TapFlat Rate (U/hitp replace the Basal Program in progress with a
xed basal rate for the speci ed duration.

c. TapSAVE
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11 Browsing Your History and Records

11.1. About Your Recent History and Past Records

e Omnipod 5 App 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.

Your records are displayed on:
* CGM Graph (recent)

e History Detail screens, which show insulin, glucose, carbohydrate, Pod
events, and Auto Events

» History of alarms and nitations can be viewed on the Noti cation screen.

11.2. Viewing the CGM Graph

e CGM Graph can be viewed from the P———
Home screen in both Manual Mode and
Automated Mode.

To view the CGM Graph:

¥ On the lower right part of the Home
screen, taplEW

To exit the CGM Graph: 1 2 1 e

¥, Tap thgX)located in the top right corner

) Automated

= a

DASHBOARD IMNSULIN FOD INFO

I0B 015U

myg/dL

of the graph. f——
Y
LAST BOLUS CGM GRAPH
6.05 |~

Uriits

Fel 107232 pm) WVIEW

@
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11.3. CGM Graph States

e top section of the CGM Graph changes color based on your current system
mode.

When the Omnipod 5 System is in Manual Mode, the graph heading is light gray.
* o @ 941 PM

Curent  CGM 10B X

Status: 121 mo/dL = 015U Dexcom CGM

\ 0@

7PM 8PM 9 PM _e
I |

°e9o 9o

e graph shows your most recent CGM values over the last 3 hours.

Note: You can tap the ? symbol in the lower right hand corner to see a Legend of
symbols used in the CGM graph.

Tip: Use your Dexcom G6 app to view CGM values that are more than 3 hours
old.

1. Current Status:Your current CGM value and trend arrow display, along with
the current I0OB

2. CGM trend line:Each dot on the graph represents a CGM value. Plotted
values are from 40-400 mg/dL.

3. Glucose Goal Rangés shaded area shows your Glucose Goal Range. e
yellow line shows the Upper Limit, and the red line shows the Lower Limit
that you set in Settings.

4. Target GlucoseDashed green line shows the Target Glucose that you set in
Settings. When the Activity feature is enabled, this value changes to 150 mg/
dL.

5. Eventareae row below the graph shows:

» Purple background for periods of time that Omnipod 5 was in
Automated Mode

» Blank (white) background for the periods of time that Omnipod 5 was
in Manual Mode, when there was no active Pod, or when there is no Pod
communication
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e Dark gray background when Omnipod 5 was delivering insulin in
Automated Mode: Limited state

e Ared line during the time that SmartAdjust technology paused insulin

* Anorange line during time that the maximum amount of basal insulin
was delivered by the Omnipod 5 System

* Bolus button at the time you started a bolus
6. Vertical axis Displays CGM values in mg/dL
7. Time scaleDisplays hour and half-hour markings.
When the Omnipod 5 System is in Automated Mode, the graph heading is purple.

-*‘ v B 941 PM

Current  CGM X

-

Status: 81 mg/dL Dexcom CGM

400

300

(W W ) 200
.' L
4.00.“'. ‘ees,
[m e °'l'.“. """"""""""""
0
® % ey os0®®,e, b
40
TPM 8 PM 9PM
| | |
[ e
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When the Omnipod 5 System is in Automated Mode: Limited state, the graph
heading is dark gray.

9 B %4 PM

Current CGM X
Status: Dexcom CGM
-400
300
ey 200
Y Yo g
| o9 ®®®*® f_'__o_._._. ________________________
. ° -e 100
40
7PM BPM 9FM
| |

History Information Overview

You can access the history summary and detail information, and a list of
automated events from the History Detail screen.

¥ Navigate toMenu button (= ) > History Detall

4 W ont m 241 PM

«  History
Date ) ; < Today, Movember 28
Summary Section ———)
-Tap AUTO EVENTS to see SUMMARY AUTO EVENTS
automated event details o
Glucose Summary —— &>, o™ TN
[125) | 66 33« | 11s
eSS R
Avwiage DGR ..E:-’H'oa.i:uﬂ;gsl- CRM Aboun CO8 Rk
Insulinand Carb ———| Insulin & Carbs. B
summary e N N T
[56.1) | 54w | | 46% | | 55 |
NS NS e e S
DEtalls SeCtlon ) ; CGM/BC Baoluz Carbe
- Swipe to see expanded details ol ! !

hed o Autormated Mode

Today's history records are displayed below the summary circles, beginning with
the newest records on the top.

Note: Tap the "<" next to the date arrow to view an earlier day.
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11.4. History Summary Section

e upper section of the History screens summarizes the records for the day.

Summary item Description

Row 1- CGM

Average CGM | Average of CGM values for the day.

Percentage of CGM values within your Glucose Goal

CGM in Range Range.

CGM Above Egrrt]:ggtage of CGM values above your Glucose Goal

Percentage of CGM values below your Glucose Goal

CGM Below Range.

Row 2 - Insulin & Carbs

Total Insulin Total insulin (basal + bolus) delivered for the day.

Percentage of the total insulin that was delivered as basal
along with the number of units of basal insulin delivered.
Basal Insulin Basal insulin includes delivery based on your Basal
Program while in Manual Mode, and any automated
deliveries received while in Automated Mode.

Percentage of the total insulin that was delivered through
Bolus Insulin bolus(es) along with the number of units of bolus insulin
delivered.

Sum of meal carbohydrates (in grams) that were used in

Total Carbs bolus delivery calculations for the given day.

Note: Percentages may not add to 100 due to rounding.

For the summary of these calculationspsgel 4Q
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When insulin delivery is unca rmed

A er delivering a bolus or basal dose of insulin, the Pod sends a con rmation to
theOmnipod 5 App once completed. If a bolus, basal, or total insulin delivery has
not been con rmed, the following icons will display:

(M) Bolus Insulin amount for the day is displayed as dashes (- -) along

with a gray exclamation point (!) if there are estimated bolus
deliveries. e grayed-out value displayed can consist of both
con rmed and scheduled amounts.

Bolus Insulin amount for the day is displayed as dashes (- -)
along with a yellow exclamation point (!) when the Pod has been
discarded before it could con rm insulin delivery.

Basal Insulin amounts for the day are displayed as dashes
(- -) along with a gray exclamation point (') when there are
uncon rmed insulin deliveries, either bolus or basal.

Basal Insulin amounts for the day are displayed as dashes (-
along with a yellow exclamation point (!) when the Pod has been
discarded, and there are lost insulin delivery records.

1
~—
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11.5. Calculations for History Summaries

is section lists the calculations for the summary data shown on the History
screens.

Glucose Summaries

e calculations used for the glucose summaries include CGM values (including
HIGH and LOW values) and exclude manually-entered readings.

ltem Calculation
Row 1

Average _ _Sum of all CGM values
CGM Total number of CGM values

Note: HIGH CGM values are included as 401 and LOW CGM
values as 39.

CGMin = Qty of CGM values within Glucose Goal Rangeno
Range Total number of CGM values

CGM  _ Qty of CGM values above Glucose Goal Range uppey, lim
Above Total number of CGM values

CGM - Qty of CGM values below Glucose Goal Range lowenlifif
Below Total number of CGM values

Insulin Delivery Summaries

Bolus insulin calculations include:
e SmartBolus Calculator boluses
* manual boluses

» any partial bolus amounts delivered from immediate or extended boluses
that were canceled that the Pod canroo

Basal insulin calculations include:
* basal adjustments from SmartAdjust technology (Automated Mode)
e Basal Programs (Manual Mode)

e any adjustments for temp basals, pause periods, or times without an active
Pod
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When your Omnipod 5 System has not received updates from the Pod about
can rmed insulin delivery, the insulin delivery calculations are estimates based
on the scheduled insulin delivery.

Summary item Calculation

Row 2

Total Insulin = Sum of basal and bolus insulin delivered

Basal Insulin = Amount of basal insulin delivered in Manual Mode and

all automated insulin deliveries in Automated Mode

Bolus Insulin Amount of bolus insulin delivered

= Total grams of carbs entered into the SmartBolus

Total Carbs Calculator

11.6. History Details Section

Scroll on the History screens to see the details section. e details section of the
History screen shows individual records listed by time of day.

Tap a row with a down arrow to display more details. Tap again to hide the details.

Glucose Details

e icon displayed with a blood glucose reading indicates whether the glucose
was in range.

e blood glucose icons are:

BG entry

Above Glucose Goal Range

Within Glucose Goal Range @

Below Glucose Goal Range @

e Dexcom G6 CGM icon is.@

Tap arow with a blood glucose reading to expand the row to show any applied
tags.
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Glucose Goal Range

e goal of using the Omnipod 5 System is to keep your glucose within your
Glucose Goal RangeuMite ne this range by setting the upper and lower limits.

e CGM Graph and the Enter BG screen use the Glucose Goal Range to
determine which glucose readings are within your goal and which are above or
below your goal.

Note: e Glucose Goal Range does notimpact insulin delivery.
To set the upper and lower limit of your Glucose Goal Range:
1. Navigate toMenu button (=) >Settings >Glucose Goal Range
2. Setthe limits of the Glucose Goal Range:
a. Tap theUpper Limit eld and enter the desired value.
b. Tap theLower Limit eld and enter the desired value.
3. TapSAVE

Bolus Details

e icon displayed with a bolus entry indicates whether the SmartBolus
Calculator was used:

- einsulin bottle icon ( @) indicates that the SmartBolus Calculator was
used.

e esyringeicon ( 0) indicates a manual bolus was delivered.
Immediate and extended boluses

e bolus amount listed next to the Bolus button is the total of an immediate bolus
plus any extended portion of the bolus. If you cancel an immediate or extended
bolus, the amount listed is the con rmed amount delivered before cancellation.

Tapping a row with a bolus entry expands the record to show additional details
about the bolus, including:

¢ Whether the bolus was calculated b
the SmartBolus Calculator or it was &
manual bolus. 10:50 am

e e VIEWBOLUS CALCULATION
button if the SmartBolus Calculator
was used. Tapping this button brings EZEELS
up a screen showing the calculation
details and whether you made a :
manual adjustment to the calculated | gszam @ Pod Activated
bolus.

CGM/BG Bolus Carbs

9:40 am
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You may need to scroll up or down to see all of the calculatiotd. Q&G
when done (see "18.1. e SmartBolus Calculator" on gagéor details).

e e amount originally scheduled for delivery if you canceled an immediate
bolus.

e For an extended bolus, the amount delivered now and extended, and the
percentage (%) of the meal bolus delivered now and extended.

* Ifabolusis ongoing, uneemed, or lost, how much of the bolus has been
con rmed.

Extended bolus events

@ A Bolus button and banner indicate an extended bolus event:

e AnExtended Bolus startedanner marks the time when the immediate
bolus nishes and the extended bolus starts. In addition to the start time of
the bolus, the banner lists the number of units extended and the duration of
the extension.

* AnExtended Bolus completetianner marks the end of the extended bolus.

* AnExtended Boluganceled banner marks the cancellation of an extended
bolus and states the con rmed amount of the bolus that was delivered before
cancellation.

When the Pod has not con rmed a bolus delivery

A er you con rm the amount of a bolus that you want to be delivered, a bolus
instruction is sent to your Pod. When the Pod completes delivery, it sends a
con rmation to the Omnipod 5 App that the bolus was delivered.

" Before the Omnipod 5 App receives con rmation from the Pod that

~ the bolus has been delivered, the Omnipod Se&pmates the amount

- delivered. During this time, the History screens use a gray exclamation
icon to indicate that the bolus is estimated.

m. Inmost cases, a er the Controller or smartphone running the Omnipod
_ 1 5Appand Pod are back in range, the Pod con rms the bolus delivery.
% However, in rare cases, the Pod is unable to con rm bolus delivery due
to a communication error. If you tap tBdSCARD PQdption in this
situation, the History screens use a yellow exclamation icon to mark the
bolus as “uncon rmed.”

If a Pod is discarded with an uncon rmed bolus, the basal and total insulin
amounts for that day are also marked as uncon rmed with dashes and a yellow
exclamationicon. e listed bolus amount includes the amount that was
scheduled for delivery up until the Pod was discarded.
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Note: If you have an uncormed bolus, the SmartBolus Calculator is disabled
for the duration of insulin action.

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.

Carbs Details

A carbsicon t}) is displayed next to carbohydrate entries used by the
SmartBolus Calculator.

Basal Rate Details

Activity feature
® "\ In Automated Mode, an Activity icon and banner indicate the start, end,
LY. / or cancellation of the Activity feature.

Basal Programs

A Basal Program icon and banner indicate the start of a Basal Program
and the restart of a Basal Program at the end of a temp basal or insulin
pause period.

Temp basals

& In Manual Mode, a temp basal icon and banner indicate the start, end, or
cancellation of a temp basal.

If a temp basal was de ned as a percentage (%) of the Basal Program in progress,
the banner displays the percent increase or decrease as well as the duration. If a
temp basal was de ned a at basal rate (U/hr), the banner displays the temp

basal rate and the duration.

If a temp basal preset was used, the banner displays the name of the preset.

Tapping alemp Basal startedanner displays a graph of basal rates associated
with each time segment.

If a temp basal was canceledTémap Basal startedanner contains the
scheduled duration, and thiemp Basal canceldabnner contains the actual
duration.
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Basal rate at midnight

e rstentry for each day is a banner displaying the status of the basal insulin
delivery at midnight. If a Basal Program, temp basal, or use of the Activity feature
was carried over from the day before, the banner indicates that this is a continued
program. If insulin was paused at midnight, the banner states this.

Insulin Paused and Started Details

0 An Insulin Delivery Pauseldon and banner indicate the time an insulin
paused period began.

An Insulin Delivery Startegton and banner indicate the time insulin
delivery was restarted.

Time Change Details

A Time zone changed banner appears if # % 90% @ 941 PM
change your insulin delivery time zone. | «  pistory
A er the time zone change has occurred, ) ooy Novermber 28

new history entries will re ect your new ocey Tovembet
time zone. SUMMARY AUTO EVENTS
Note: History entries recorded before you

. . . . Glucose Bolus Carbs
time zone changed will show in your priol ma/dl U g
time zone. ssspm @55 .

un

1m11am @192 @725 ez v~
.05 am 150 @1025 (Do v
8:53 am @ Pod Activated ~
8:48 am @ Pod Deactivated ~

7:40arm
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11 Browsing Your History and Records

Automated Events (Auto Events)

TapAUTO EVENW®S the history screen to # v aTh S41PM
display the amount of insulin delivered at | «  History
each 5-minute period while in Automated

Mode_ < Today, November 28

A system mode icon and banner show the SUMMARY AUTO EVENTS
time the system switched to Automated . —
Mode or to Manual Mode. mgldL 4

2dl 1o Manual Mode

11:33 am 124 0.5
11:28 am 127 0.05
11:23 am 138 0.05
11718 am -- 0
11:13 am 139 0
17:08 am 151 0
11:03 am 169 0.1

1050 am @ witched to Automated Mode
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12 Managing Software Updates

12.1. Insulet-provided Controller

When connected to a network, the Omnipd@dstrolleroers over-the-air

updates when a saare update is availablesre are two types of updates for

the Omnipod SController. OS (Operating System) updates and Omnipod 5 App
updates. OS update refers to updating the operating system of the Controller.
Omnipod 5 App update refers to updating the Omnipod 5 App oG timeroller.
When an update is available, you will receive a noti cation prompting you to
update.

Note: You will not be able to navigate in the Omnipod 5 App during an Omnipod
5 update; however, your insulin therapy will not be impacted. e Pod continues
delivering insulin and will re-establish connection with the Omnipod Sofyoe

the update is complete.

Note: e Controller must be connected to a network to receive over-the-air
updates. If you turn Airplane Mode ON, you may miss important updates.

Note: All updates on the Controller that are considered optional require a Wi-Fi
connection.

Note: If you have an immediate bolus in progress/a®e updates will be
delayed until the bolus is complete.

Caution: ALWAYS make sure your battery has adequate charge prior to
installing a so ware update.

Caution: Connect ONLY to trusted Wi-Fi networks with your Controller
or smartphone. AVOID connecting to public Wi-Fi networks, such as those
found in airports, cee shops, etc, as these networks are not secure and could
result in exposing your Controller or phone to malware. DO NOT connect to
public Wi-Fi networks durig rst-time setup of your Omnipod 5 System.

Operating System (OS) Update

Operating System (OS) updates may be either "optional” or "required.” Required
updates require you to perform the update immediately before you can use the
Omnipod 5 App. Optional updates may be postponed to a later time.

To download and install an OS update orGbetroller.

1. Ensure your Controller is currently charging or the battery is charged to
above 40%.

Note: If your Controller is currently charging, the battery must be above
20%.

2. TapUpdate Now.
e Omnipod 5 Controllerbegins to update.
Once the update is complete, you will see a con rmation screen.
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If the update is not considered required, you may $étediowto delay the

update to a later time; however, it is recommended that you update the OS as
soon as the update is available. If you choose to postpone an optional update, you
can manually update at any time=A72 hours have passed, you will receive a

noti cation every 24 hours reminding you to update. To manually update the
operating system of ti&@ontroller.

1. Ensure you€ontrolleris currently charging or the battery is charged to
above 40%.

Note: If your Controller is currently charging, the battery must be above
20%.

Go to the Home screen.
Tap the noti cation bell.

MWD

Tap the update noti cation.
5. TapUpdate Now.

Once the update is complete, a con rmation screen displays to inform you that
the update was completed successfully.

Omnipod 5 App Update on the Controller

Omnipod 5 App updates may be either "optional” or "required.” Required updates
require you to perform the update immediately before proceeding to use the
Controller. Optional updates may be postponed to a later time.

To download and install an Omnipod 5 App update orCtbiatroller.
1. Ensure your battery is charged to above 15%.
2. Seledilpdate Now.

A er the update is complete, arcomation screen displays to inform you that the
update was completed successfully.

If the update is not considered required, you may $étedlowto delay the

update to a later time; however, it is recommended that you update the Omnipod
5 App as soon as the update is available. If you choose to postpone an optional
update to a later time, you can manually update the Omnipod &ty

time. Aer 72 hours have passed, you will receive icatibn every 24 hours
reminding you to update your Omnipod 5 App

To manually update your Omnipod 5 App

1. Ensure your battery is charged to above 15%.
2. Gotothe Home screen.

3. Tap the noti cation bell.

4. Tap the update noti cation.
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12 Managing Software Updates

5. TapUpdate Now.

Once the update is complete, a pmation screen displays to inform you that
the update was completed successfully.

12.2. Omnipod 5 App on Smartphone

e Omnipod 5 App cers updates through Google Play. You will bé edt

when an update is available for download. You will not be able to navigate in the
Omnipod 5 App during an update; however, your insulin therapy will not be
impacted. e Pod continues delivering insulin and will re-establish connection
with the Omnipod 5 App once the update is complete.

Caution: ALWAYS make sure your battery has adequate charge prior to
installing a sevare update.

Caution: Connect ONLY to trusted Wi-Fi networks with your Controller
or smartphone. AVOID connecting to public Wi-Fi networks, such as those
found in airports, cee shops, etc, as these networks are not secure and could
result in exposing your Controller or phone to malware. DO NOT connect to
public Wi-Fi networks durig rst-time setup of your Omnipod 5 System.

Automatic Updates Enabled

If you have Automatic Updates enabled on your phone, the Omnipod 5 App
updates will be downloaded and installed automatically through Google Play. If
an automatic update occurs, the Omnipod 5 App informs you that an update was
successfully completed when you open the App.

For more information on how to enable automatic updates, see your smartphone's
user manual.

Automatic Updates Disabled

To download and install an Omnipod 5 App update on your smartphone:
1. Ensure your phone battery is charged to above 15%.
2. If prompted when using the app, seldptiate Now

Or navigate to your list of apps in Google Play.

TapUpdatenext to the Omnipod 5 App

A er the update is complete and the Omnipod 5 App is reopened ranation
screen displays to inform you that the update was completed successfully.

If the update is not considered required, you may $étediowto delay the
update to a later time; however, it is recommended that you update the Omnipod
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5 App as soon as the update is available. If you choose to postpone an optional
update to a later time, you can manually update the Omnipod 5 App at any
time. Aer 72 hours have passed, you will receive iscatibn every 24 hours
reminding you to update your Omnipod 5 App

To manually update your Omnipod 5 App

1. Ensure your phone battery is charged to above 15%.
2. Navigate to your list of apps in Google Play.

3. TapUpdatenext to the Omnipod 5 App

Once the update is complete and the Omnipod 5 App is reopened, a con rmation
screen displays to inform you that the update was completed successfully.
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13.1. Types of Alarms and Noti cations

Warning: ALWAYS contact Customer Care if your Omnipod 5 System
Controller is damaged and not working properly. If a Controller replacement
is needed, ALWAYS consult with your healthcare provider to get instructjons
on using other backup insulin delivery methods, like insulin injections. Be
sure to check your glucose frequently.

Caution: DO NOT stop the Omnipod 5 App in a way that stops it from

running in the background (called force stopping) on your smartphone. e
Omnipod 5 App must be open or be running in the background in order tq
display and sound alarms on the smartphone. If the App is not running, you
could miss important alarms and ncations on the smartphone. If you do
not hear alarms and noti cations from your smartphone, you might not make

the changes you need to make to your therapy in a timely manner. Your Pod will
continue to operate and sound alarms. In addition, if you stop the Omnipad 5

App while sending commands to the Pod, the command can be interrupted and
may not be completed.

Caution: AVOID setting your Controller or smartphone to Silent, Vibrate or
any other setting that prevents you from hearing alarms and noti cations from
your Omnipod 5 App, such as Digital Wellbeing for Android tools that limit
sounds and noti cations. If you do not hear alarms and noti cations from your

Controller or smartphone, you might not make the changes you need to make
to your insulin therapy in a timely manner. Your Pod will still sound, and you
will be able see the Alarm or Noti cation displayed on the Omnipod 5 App. See
"13.3. Sounds and Vibrations" on pHgjéto learn how to manage sounds and
vibrations.

Note: e Omnipod 5 App on your smartphone requires Do Not Disturb
permission and Noti cations to be turned ON to ensure you always receive
important safety alarms. You cannot use the App until Do Not Disturb permission
is provided and Noti cations is turned ON.

e Omnipod 5 System generates the following types of alarms and noti cations:
e Alarms:

+ A\ Hazard alarmsare high-priority alarms that indicate a serious
problem has occurred, and you may need to remove your Pod. Hazard
Alarms will repeat every15 minutes until acknowledged. e audible
alarm on the Pod will continue until acknowledged in the Omnipod 5
App. See "13.6. Hazard Alarm List" on t&8e

* Ingeneral, only one hazard alarm can occur at a time. In the unlikely even
that a Pod and Omnipod 5 App hazard alarm occur simultaneously, the
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hazard alarm that most recently occurred will be displageon the
Omnipod 5 App. Any Pod hazard alarms will be sounded on the Pod.

. Advisory alarmsare low-priority alarms that indicate that a situation
exists that needs your attention. Advisory alarms will repeat every 15
minutes until acknowledged (see Alarm tables for additional details) and
continue on the Pod until acknowledged in the Omnipod 5 App. See
"13.7. Advisory Alarm List" on pabél

¢ Noti cations:

» Action Item noti cations are tasks that need your attention. |%eg
156

. @ Reminder noti cations remind you about an action that you may
want to perform. See "13.11. Reminder Noti cations List" onlf@he

» Communication errormessages display when the Omnipod 5is\pp
unable to communicate with the Pod. See "26.5. Pod Communication
Issues —"Try Again™ on p&2

For how to view the alarms and noti cations history el 56
ForDexcom Gelarm information, see tlizexcom G6 CGM System User Guide.

13.2. Alarms and Noti cations Screen

To review past alarms and noti cations: BWATEMIAEN

1. TapMenu button (=) > ¢ Notifications
Noti cations.

i FILTER BY DATE
Messages from today are displayed
rst, with newest at the top of the Today, December 15,2020

screen and oldest at the bottom of th¢ @ Missed Bolus 11:00am

screen Meal bolus not delivered between

' 9:00 am - 11:00 am.

2. Todisplay a speci c date range, tap Pod Expired 8:30am
FILTER BY DATE Insulin delivery stopped.

Change Pod now.

a. Tap the starting date on the

calendar. Low Ped Insulin 9:24 am
10 Uinsulin or less remain
Note: Tap the "<" arrow to view in the Pod. Change Pod soon.
an earlier month. o .
@ Pod Expiration 6730 am
Pod expires at

b. TapENDat the top of the screen.
9:30 am, 12/15/20

c. Tapthe ending date forthe date | ...auy pecember 14 2020
range' Pod Shut-Off 12:25 pm

d. TapOK
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3. When nished, tap the back arrow to e:é). Unread noti cations have
colored icons described in "13.1. Types of Alarms and Noti cations" on page
155

Note: When a noti cation has been displayed on this screen, and you have exited
by tapping the back arro&=), the icon for those noti cations will be gray the
next time you view this screen.

13.3. Sounds and Vibrations

e Omnipod 5 System uses sounds and vibrations to attract your attention to an
alarm or noti cation.

Caution: AVOID setting your Controller or smartphone to Silent, Vibrate
or any other setting that prevents you from hearing alarms and noti cations
from your Omnipod 5 App, such as Digital Wellbeing for Android tools that
limit sounds and noti cations. If you do not hear alarms and noti cations
from your Controller or smartphone, you might not make the changes you
need to make to your insulin therapy in a timely manner. Your Pod will still
sound, and you will be able see the Alarm or Noti cation displayed on the
Omnipod 5 App.

Note: e Omnipod 5 System on your smartphone requires Do Not Disturb
permission and Noti cations to be turned ON to ensure you always receive
important safety alarms. You cannot use the App until Do Not Disturb permission
is provided and Noti cations is turned ON.

Tip: To test the sounds and vibrations, see "Check alarms" di6@age
Pod alarms
e Pod sounds a tone when it detects a problem that can a ect insulin delivery.

* Pod hazard alarms are continuous tones broken up periodically by a set of
beeps.

e Pod advisory alarms and noti cations are intermittent beeps, which
periodically repeat until you acknowledge them.

Omnipod 5 App alarms

Omnipod 5 App alarm sounds are dependent on your Controller or smartphone
sound settings, for example, silent or vibrate setting.

The Sound/vibrate button on your Controller

e Sound/vibrate button, located on the upper right side of @antroller,
controls whether all noti cations use vibrations or sounds.
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e Toturn vibrationgON, press and hold the lower end of the Sound/vibrate
button until the vibrate icon{{Jr ) appears on the screen.

e Toturn soundON, press the upper end of the Sound/vibrate button until the
sound icon =) ) appears on the screen.

» Toincrease or decrease the volume, press the upper or lower end of the
Sound/vibrate button. On the screen, you can also move the volume indicator
to the le to decrease the volume and move it to the right to increase the
volume.

Smartphone Sounds and Vibrations

Caution: ALWAYS make sure you can hear alarms ariccatibns when
paired to alternative audio devices (e.g. Bluetooth speaker, headphones).

Navigate to your smartphone’s sound settings to ensure that all Omnipod 5 App
noti cations are enabled to produce a vibration and audible sount4.5ee
General Settings on Your Smartphone" on faém more information on how

to adjust your smartphone sound and vibration settings.

Note: When paired to an alternative Bluetooth device to project sound, such

as headphones or speakers, alarms/alerts/noti cations may sound on your
smartphone or on the Bluetooth accessory. Each accessory is di erent. Test yours
prior to use to ensure alarms/alerts/noti cations are audible. See "Check alarms"
on page 162

13.4. Informational Sounds and Vibrations

Caution: AVOID setting your Controller or smartphone to Silent, Vibrate
or any other setting that prevents you from hearing alarms and noti cations
from your Omnipod 5 App, such as Digital Wellbeing for Android tools that
limit sounds and noti cations. If you do not hear alarms and noti cations
from your Controller or smartphone, you might not make the changes you
need to make to your insulin therapy in a timely manner. Your Pod will sill
sound, and you will be able see the Alarm or Noti cation displayed on the
Omnipod 5 App. See "13.3. Sounds and Vibrations" o pageearn how
to manage sounds and vibrations.

Note: e Omnipod 5 System on your smartphone requires Do Not Disturb
permission and Noti cations to be turned ON to ensure you always receive
important safety alarms. You cannot use the App until Do Not Disturb permission
is provided and Noti cations is turned ON.
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e Pod and the Omnipod 5 App can provide informational sounds (tones,

beeps) or vibrations to let you know that normal activity between the Pod and the
Omnipod 5 App is occurring as expected. See the tables below for descriptions of
informational sounds you will encounter during use.

Con dence reminders

Cause Omnipod 5 App Pod
Tones or vibrations let | Tone/vibration atthe | Beeps once at the end of
you know that your start of atemp basal, | atemp basal, bolus, or
temp basals and bolusa$olus, or extended bolusextended bolus.
are working as expecte.
ese reminders are
ON by default. To turn
themON or OFF, see
"Can dence Reminders
on pagd 29
Note: Con dence reminders and program reminders are turned on by default.
ese reminders cause the Omnipod 5 App or Pod to beep at the beginning and
end of boluses and temp basals, and also once an hour during an extended bolus
or temp basal. For more information, see "Con dence Reminders" on page 129

Program reminders

Cause Omnipod 5 App Pod

Beeps remind you that | No tone/vibration Beeps once every 60

you have a temp basal pr minutes while a temp
extended bolus running. basal or extended bolus
ese reminders areON iS running.

by default. To turn them

ON orOFF, se@age

130

Basal Program changes

Cause Omnipod 5 App Pod

Tones or vibrations Tonelvibration when | Beeps once every 15
inform you of changes tpa Basal Program is minutes a er the pause
your Basal Program. Yquactivated, edited, pausggheriod has ended.
cannot turn thes®FF | or started.
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Canceling temp basals and boluses

Cause Omnipod 5 App Pod
Tone informs you that | No tone/vibration Beeps once when you
the temp basal or bolus cancel atemp basal,
has been successfully bolus, or extended bolup.
canceled. You cannot
turn theseOFF
Pod activation / Pod deactivation
Cause Omnipod 5 App Pod
Tones or vibrations Tonelvibration when | Beeps twice when it
occur at various the Pod and Omnipod | has ben lled with
times during the Pod | 5 App are successfully | the minimum amount
activation processto | paired. of insulin needed for
indicate progress. You Sounds toneivibrates activation (sepagesb).
cannot turn thesOFF twice when the Pod is | Beginning 10 mi
ginning 10 minutes
successfully deactivatepa er the Pod is lled
with insulin, beeps every
ve minutes until insulin
delivery has started.

13.5. Responding to Alarms

Caution: AVOID leaving your Controller or smartphone in a place that
would prevent you from hearing alarms and noti cations from your
Omnipod 5 App. Delivery of insulin in Manual Mode or Automated Mode
continues as programmed if you move away from your Controller or
smartphone.

Caution: AVOID setting your Controller or smartphone to Silent, Vibrate
or any other setting that prevents you from hearing alarms and noti cations
from your Omnipod 5 App, such as Digital Wellbeing for Android tools that
limit sounds and noti cations.If you do not hear alarms and noti cations
from your Controller or smartphone, you might not make the changes you
need to make to your insulin therapy in a timely manner. Your Pod will still
sound, and you will be able see the Alarm or Noti cation displayed on the
Omnipod 5 App. See "13.3. Sounds and Vibrations" o pétgeearn how
to manage sounds and vibrations.

D

Note: e Omnipod 5 System on your smartphone requires Do Not Disturb
permission and Noti cations to be turned ON to ensure you always receive
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important safety alarms. You cannot use the App until Do Not Disturb permission
is provided and Notations is turned ON.

To respond to a hazard alarm or advisory alarm:

1. Wake up your Controller or smartphone. e Lock screen shows an alarm
message along with the hazard alafly) {con or advisory alarn{ ") icon.

2. Aerunlocking your Omnipod 5 App, follow the on-screen instructions or
see the individual alarm details startingpragel 62

Note: You can use your Omnipod 5 System even if you do not address an
advisory alarm immediately. However, you must acknowledge a hazard alarm
before you can use your Omnipod 5 System.

Tip: If you follow the Omnipod 5 App's instructions and are still not able to
silence a hazard alarm, see "13.9. Silencing Unresolved Alarms"1&Ypage

Note: If a temp basal or extended bolus is running when a Pod hazard alarm
occurs, the Omnipod 5 App informs you that it was canceled.

Timing of Pod Alarms on the Omnipod 5 App

If the Pod is sounding a hazard alarm, the Pod sends a signal to your
Omnipod 5 App

e Ifthe Controller or smartphone running the Omnipod 5 App is in range and
awake within 25 seconds of the Pod's initial alarm sound, your Omnipod 5
App also sounds an alarm and displays the alarm message.

» Ifthe Controller or smartphone running the Omnipod 5 App is in range
but asleep, there could be a delay of up to 6 minutes between when the Pod
sounds the alarm and when your Omnipod 5 App sounds the alarm.

e Ifthe Controller or smartphone running the Omnipod 5 App is out of
range of the Pod, your Omnipod 5 App cannot receive any communication
from the Pod. erefore, if you hear a Pod alarm or noti cation, bring your
Controller or smartphone in range of the Pod and wake up your Omnipod
5 App. Within 25 seconds, your Omnipod 5 App sounds the alarm and
displays the alarm message.

Diagnostics

Warning: DO NOT continue using an activated Pod that fails to beep
during a diagnostic test. e Pod should be changed immediately. If the
Omnipod 5 App fails to beep during a diagnostic test, call Customer Care
immediately. Continuing to use the Omnipod 5 System in these situatior]
could put your health and safety at risk.

)
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Check alarms

Before you begin, switch to Manual Mode if currently using Automated Mode.
Se€22.2. Switching from Automated Mode to Manual Mode" on3@@e

Note: Your Controller or smartphone sound settings must be ON to hear a tone
on the Omnipod 5 App.

To verify that your Omnipod 5 App and Pod's alarms and vibration functions are
working properly, test them as follows:

1. Navigate toMenu button(=) >Settings >General>Check Alarms
2. Ifyou have an active Pod, RUSE INSULANd tapYES

3. TapCHECK ALARMSnitiate the alarm check.
4

Listen and feel: e Controller or smartphone running the Omnipod 5 App
beeps and vibrates three times. If you are wearing a Pod, the Pod beeps several
times and sounds the alarm tone for several seconds.

5. Ifthe Pod did not beep, t0. en either taplCHECK AGAIN retry testing
the alarms, or tapONEand change your Pod.

6. Ifthe Omnipod 5 System alarms did not soundNi@p en either tap
CHECK AGAIN retry testing the alarms or contact Customer Care.

7. Ifthe beeps and vibrations worked properlyMgsIf you paused insulin to
check the alarms, t&fiESo start insulin delivery.
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13.6. Hazard Alarm List

Warning: ALWAYS respond to Hazard Alarms as soon as they occur. Pod
Hazard Alarms indicate that insulin delivery has stopped. Failure to respond
to a Hazard Alarm could result in under-delivery of insulin which can lead to
hyperglycemia.

Hazardalarms make you aware of serious situations. Always respond to a hazard
alarm immediately. Some alarm messages give you a unigue number called a
reference number. Give that number to Customer Care if you call about that
alarm.

A\ Blockage Detected

Warning: ALWAYS monitor your glucose and follow your healthcare

provider's treatment guidelines when you stop receiving insulin due to a
blockage (occlusion). Not taking action promptly could result in under-deljvery
of insulin which can lead to hyperglycemia or diabetic ketoacidosis (DKA).

Screen Alert Description

Omnipod 5 App: Why it occurs:A blockage (occlusion) was
detected from the blocked cannula, a Pod
malfunction, or from using old or inactive
Blockage Detected insulin, which has stopped insulin delivery.

Pod soundContinuous tone

Controller/Smartphone sound and
vibration:

Feb 10, %41 pm

» 30secondtone
Insulin delivery stopped. Change Pod || © 30 second vibration

now:  Vibration and tone repeat every 15
Check your BG. minutes until acknowledged

Va0 do

1. TapOK, DEACTIVATE POD NOW
Lock Screen: 2. Change your Pod.

B oo 5 Notlatons | 1225PM ~ 3. Check your blood glucose.

Blackage Detacted n
Insulin delivery stopped. Change Fod now. Chec..
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A Omnipod 5 App Error
Screen Alert Description
Omnipod 5 App: Why it occursAn unexpected error is

detected in the Omnipod 5 App.

Note: If your Omnipod App stops and
restarts on its own, you may notice the app
ashing white before this screen appears.

Pod soundiNone

Controller/Smartphone sound and
vibration:

Feb 10, 9:41 pm

Omnipod 5 App error

Call Customer Care 1-800-591-3455 e 30secondtone

Ref: 41-202-RF20-12T23 * 30 second vibration
“ e Vibration and tone repeat every 15
minutes until acknowledged
What to do:
1. TapOKto acknowledge or silence the
alarm.
Lock Screen: Note: Depending on the cause of this
® Gripod 3 Nofications | 12.25541 « error, the Controller may restareayou
o e e A tapOK Whether or not that happens,

continue with the following steps.
2. Call Customer Care immediately.
3. Check your blood glucose.
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A Omnipod 5 Memory Corruption

Screen Alert

Description

Omnipod 5 App:

Omnipod 5 Memory
Corruption

Rermove Pod now.

and delete all user settings.

Fieb 10, %:47 pm

Call Customer Care: 1-800-591-3455

Tap OK to reset the Omnipod 5 App

Why it occursAn unexpected error is
detected in the Omnipod 5 App.

Pod soundiNone

Controller/Smartphone sound and
vibration:

¢ 30secondtone
¢ 30 second vibration

e Vibration and tone repeat every 15
minutes until acknowledged

Lock Screen:

A Omniped 5 Nelilisations | 122580 «
Omnipod & memery carruption

Remove Pod nowi. Call Customer Cars: ..

A

What to do:
1. TapOKto acknowledge the alarm and
reset the Omnipod 5 App.

2. Remove your Pod.
3. Call Customer Care immediately.
4. Check your blood glucose.
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A Pod Error

Caution: ALWAYS activate a new Pod in a timely manner. Waiting too long
between Pod changes could result in under-delivery of insulin which can |ead
to hyperglycemia. If another Pod is not availabéeawd erent insulin delivery

method.
Screen Alert Description
Omnipod 5 App: Why it occurs:e Pod detects an
— unexpected error and insulin delivery has
el & pm
stopped.

Pod Error

Pod soundContinuous tone

Controller/Smartphone sound and
vibration:

¢ 30secondtone
* 30 second vibration

e Vibration and tone repeat every 15
minutes until acknowledged

Ref: 41-202-RF20-12T23 What to dOZ

1. TapOK, DEACTIVATE POD NOW

2. Change your Pod.

Insulin delivery stopped.

Change Pod now.

Lock Screen:

3. Check your blood glucose.

W Omnipod 3 Molilizations | 17 259K

Pod Error n
Insulin delivery stopped. Change Fod now.
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A\ Pod Expired

method.

Caution: ALWAYS activate a new Pod in a timely manner. Waiting too long
between Pod changes could result in under-delivery of insulin which can
to hyperglycemia. If another Pod is not availabéawt erent insulin delivery

Screen Alert

Description

Omnipod 5 App:

Feb 10, 9:41 pm

Pod Expired

Insulin delivery stopped.
Change Pad now.

Ref: 41-202-RF20-12T23

OK, DEACTIVATE POD NOW

Why it occurs:e Pod has reached the end
of its operating life, and insulin delivery has
stopped.

Pod soundContinuous tone

Controller/Smartphone sound and
vibration:

e 30secondtone
e 30 second vibration

e Vibration and tone repeat every 15
minutes until acknowledged

Lock Screen:

W Omnipod 3 Molilizations | 17 259K

Pod Expired n
Insulin delivery stopped. Change Fod now.

What to do:

1. TapOK, DEACTIVATE POD NOW
2. Change your Pod.

3. Checkyour blood glucose.
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A Pod Out of Insulin

Caution: ALWAYS activate a new Pod in a timely manner. Waiting too long
between Pod changes could result in under-delivery of insulin which can Jead
to hyperglycemia. If another Pod is not availabéawdi erent insulin delivery

method.
Screen Alert Description
Omnipod 5 App: Why it occurs:e Pod's insulin reservoir is

wainasem || €MPLY, and insulin delivery has stopped.
Pod Out of Insulin

Pod sound:Continuous tone

Controller/Smartphone sound and
vibration:

¢ 30secondtone
¢ 30 second vibration

Pod empty; no insulin left in Pod.

Insulin delivery stopped. o Vibration and tone repeat every 15
Change Pod now. minutes until acknowledged
What to do:

1. TapOK, DEACTIVATE POD NOW

2. Change your Pod.

Lock Screen:
B e T 3. Check your blood glucose.
Fod Out of Insulin
Insulin delivery stopped. Change Fod now. A
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A Pod Shut-O

Caution: ALWAYS activate a new Pod in a timely manner. Waiting too lon
between Pod changes could result in under-delivery of insulin which can
to hyperglycemia. If another Pod is not availabéawd erent insulin delivery

method.

ead

Screen Alert

Description

Omnipod 5 App:

Feb 10, %41 pm

Pod Shut-Off

Insulin delivery stopped.

The Omnipod 5 App has not
communicated with your Pod in the
last 4 hours. To start insulin delivery,
change your Pod.

0K, DEACTIVATE POD NOW

Why it occurs:e Pod has stopped
delivering insulin because you have seta
Shut-O time and you did not respond to th
Pod Shut-O advisory alarm.

Pod sound:Continuous tone

Controller/Smartphone sound and
vibration:

¢« 30secondtone
¢ 30 second vibration

e Vibration and tone repeat every 15
minutes until acknowledged

Lock Screen:

W Omnipod 3 Malilizations
Fod shut-0ff

Insulin delivery stopped. The Omnipod & app...

1225PM v

A

What to do:

1. TapOK, DEACTIVATE POD NOW
2. Change your Pod.

3. Check your blood glucose.

Note: To change the Pod Shut-O setting, S
"Pod Shut-O "on page 129

Pod

@

ee
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A System Error
Screen Alert Description
Omnipod 5 App: Why it occursAn unexpected error is

Feb 10, 9:41 pm

System Error

Remove Pod now.
Call Custarmer Care 1-800-591-3455

Ref: 41-202-RF20-12T23

detected in the Pod or the Omnipod 5 App

Pod soundiNone

Controller/Smartphone sound and
vibration:

+ 30secondtone
¢ 30 second vibration

e Vibration and tone repeat every 15
minutes until acknowledged

Lock Screen:

B Omnipod 5 Mo

System Errar n
Call Customear Care: T 800-5971-3455

What to do:

1. TapOKto acknowledge the alarm.
2. Remove your Pod.

3. Call Customer Care immediately.
4. Check your blood glucose.

170




Q !

13.7. Advisory Alarm List

Caution: ALWAYS respond to Pod Expired, Low Pod Insulin, and Pod
Shu-O Advisory Alarms when they occur. ese alarms escalate to Hazard
Alarms if no action is taken. When Hazard Alarms occur, insulin delivery
stops.

Advisory alarms inform you of a situation that needs your attention in the near
future.

Low Pod Insulin

Screen Alert Description
Omnipod 5 App: Why it occurs:e amount of insulin in
wai0eaem | | the Pod is below the value sl in your
settings.

Low Pod Insulin

Pod sound:
e 8beep tone pattern

e Tone pattern sounds once every 3
minutes for 60 minutes

Controller/Smartphone sound and
vibration:

4 U insulin or less remain in the Pad.
Change Pod soon.

I | e

¢ 3 second vibration

e Vibration and tone repeat every 15
minutes until acknowledged

Lock Screen: What to do:
A0 Omnigod 5 Molilizations | 122590
Low Pod Insulin 1 TapOK
AU nsulin or less remain in Pod. Change.. 2. Change your Pod .

Note: is escalates to the Pod Out of Insulin hazard alarm if ignored.

Note: To change this value, see "Low Pod Insulin” on page 128
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Pod Expired
Screen Alert Description
Omnipod 5 App: Why it occursYour Pod will stop delivering
—>—— | insulin soon.
Pod Expired

Change Pod now.

Pod sound:
e 8beeptone

e Toneissued once every 60 minutes
starting a er 72 hours of Pod life

e Aer 79 hours of Pod life, tone is issuec
once every 5 minutes

Controller/Smartphone sound and
vibration:

¢ 3 secondtone
¢ 3 second vibration

e Vibration and tone repeat every 15
minutes until acknowledged

]

Lock Screen:

A2 Omnipod 5 Molilications | 122590
Pod Expired

Change Pod now.

What to do:
1. TapOK
2. Change your Pod.

Note: A er acknowledgment or if ignored, the alarm will repeat when therg

hour le of Pod life.

Note: is escalates to the Pod Expired hazard alarm if ignored.

pis 1
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Pod Shut-O
Screen Alert Description
Omnipod 5 App: Why it occursYou have reached the Pod
e ] | Shu-O time you set. e Pod will stop
delivering soon if you do not respond to this
Pod Shut-Off alarm.
Pod sound:

e 6beeptone
*  Once every minute for 15 minutes

The Omnipod 5 App has not Controller/Smartphone sound and

communicated with your Pod in the vibration:
last 4 hours.

¢ 3 secondtone

Tap OK 1o communicate with your

Pad, e 3 second vibration
“ e Vibration and tone repeat every 15
minutes until acknowledged
What to do:
3 -
Lock Screen: Ya ;Ii-r;af)e'\rlEx-ﬁo reset the Pod Shut-O

Fod shut-0ff

Omnizod 3 Agz has not communicated...

Note: To enable or disable the Pod Shut-O feature or to change the counfdown
period, see "Pod Shut-O " on page.129
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Start Insulin

Caution: ALWAYS tailSTART INSULtti\start insulin delivery a er a
pause period has ended during Manual Mode use. Insulin delivery does
automatically start a er a pause. If you do not start insulin delivery, you col

develop hyperglycemia.

Screen Alert

Description

Omnipod 5 App:

Feb 10, 9:41 pm

Start Insulin

Do you want to start insulin delivery
with the <Basal Program Name>
Basal Pragram?

The insulin pause period has ended.

START INSULIN

REMIND ME IN 15 MIN

Why it occurs:e time period that you

hot
Lld

speei ed to pause insulin has passed. If you do

not start insulin delivery, you could develop

hyperglycemia.

Pod sound:
e 8beeptone

» Tone sounds once every minutes for 3
minutes

e Repeats every 15 minutes until
acknowledged

Controller/Smartphone sound and
vibration:

* 3secondtone
¢ 3 second vibration

e Vibration and tone repeat every 15
minutes until acknowledged

Lock Screen:

A2 Omnipod 5 Molilications | 122590
Start Insulin

The inzulin pause pericd hag ended.

What to do:
Do one of the following:

*  Ifyou wantto start insulin with the Bas
Program, tafS TART INSULIN

e Ifyouwantto keep insulin paused, tay
REMIND ME IN 15 MIN

)
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Urgent LowGlucose

Warning: ALWAYS promptly treat low glucose. Glucose at or below 55 mg/
dL indicates sigj cant hypoglycemia (very low glucose). If le untreated, thi
could lead to seizure, loss of consciousness or death. Follow your healthcare
provider's recommendations for treatment.

Screen Alert Description
Omnipod 5 App: Why it occursour glucose is at or below 35
ETT— mg/dL, according to what your CGM sent to
theOmnipod 5 App

Urgent Low Glucose
Pod sound:

e 4beeptone

» Repeats every 5 minutes that CGM value
is urgently low

Controller/Smartphone sound and
BT | ioaton

e 3 secondtone

e 3 second vibration

e Vibration and tone repeat every 15
minutes until acknowledged

Lock Screen: What to do:
3 OrrIpoils oMb 1225 B % TapOKto acknowledge the alarm.

Urgent Low Glucose

Note: is Advisory Alarm will only stop repeating a er a glucose value of
56 mg/dL or greater is received. You may silence this Advisory Alarm for B0
minutes by acknowledging the on-screen message.

Note: A er the initial Advisory Alarm is acknowledged, the Advisory Alarm]
will occur again if CGM values are still below 55 mg/dL a er 30 minutes.

Note: Use a blood glucose meter to con rm your blood glucose reading. Treat
low glucose as needed.

Note: e Urgent Low Glucose Advisory Alarm has to do directly with your
body’s current glucose, while other alarms have to do with the Pod or Omnipod
5 App state.
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13.8. Action Item Noti cation List

Action Item not cations are tasks that need your attention.

© App Use Blocked

Warning: You will NOT be able to use the Omnipod 5 App if:
*  You have notinstalled a required update to the Omnipod 5 App

e Anupdate for the Omnipod 5 App is not yet available to x a known issue
*  Your smartphone device is no longer compatible with use of the Omrjipod

S App

e e operating system of your smartphone has not yet been tested for safety
by Insulet

Use the Insulet-provided Controller or a di erent insulin delivery method.
Failure to deactivate your Pod and use another form of insulin delivery
could result in over-delivery or under-delivery of insulin. is can lead to
hypoglycemia or hyperglycemia.

176



Screen Alert

Description

Omnipod 5 App:

App use blocked

[

Due to a software issue, the
Omnipod 5 App cannot be used, Use
a different insulin delivery method
until an update is available.

Check the app frequently for
updates.

DEACTIVATE POD

Omnipod 5 App is no longer supported for
use. You will not be able to use the App unti
an update becomes available.

an active Pod or not.

Why it occurs:e installed version of the

is message may appear whether you have

Pod soundiNone

Controller/Smartphone sound and
vibration:

* 3 secondtone
¢ 3 second vibration
e No repetition

What to do:

2. Check your Omnipod 5 App for availak

1. Ifyou have an active Pod, tap
DEACTIVATE P(is option only
appears if you have an active Pod.)

e
updated natcations frequently. When
you see a noti cation for an available App
update, follow the instructions to install
the update.
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Attention
Screen Alert Description
Omnipod 5 App: Why it occursYour smartphone's operating
system has not been completely tested far
Attention use with the Omnipod 5 System
Pod soundiNone
E Smartphone sound and vibration:

* 3 secondtone

¢ 3 second vibration

Recent updates to your device's
operating system have not been

e No repetition

tested with the Omnipod 5 App. What to do:

Some areas may not work as

expected. Y TapOK

This notification will display once per You may continue USing the Omnlpod 5
day untiltesting is complete. App on your device, as essential functions

should not be acted. e not i cation will
display once per day until testing is complete.
If you notice any unexpected e ects on your
screen or otherwise have concerns about the
way your Omnipod 5 System is working, call
Customer Care.

For a list of compatible operating systems, go
to https:/Aww.omnipod.com/compatibility.
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€ Connect to a Wireless Network

Caution: Connect ONLY to trusted Wi-Fi networks with your Controller or

Wi-Fi networks durirg rst-time setup of your Omnipod 5 System.

smartphone. AVOID connecting to public Wi-Fi networks, such as those found
in airports, ceee shops, etc, as these networks are not secure and could result
in exposing your Controller or phone to malware. DO NOT connect to public

Pod soundiNone

Screen Alert Description
Omnipod 5 App: Why it occursYour Omnipod 5 App has
not connected to Insulet’s network for 7 or
Connect to a wireless more days.
network

Controller/Smartphone sound and
vibration:

You need network connectivity to

download the latest app. Move to an e 3secondtone
area with a better signal, or connect

to WiFi, e 3second vibration
e No repetition

What to do:

Y, TapWI-FI SETTINGSen prompted.
Connect to a Wi-Fi network.

Tip: When you are connected to a network, your Omnipod 5 App is noti €
about so ware updates when you need them.

Tip: If Wi-Fi is not available, move to an area with a better cellular signal.

Note: e SIM Card on your Omnipod 5 Controller enables data to be sent
received via the AT&T wireless network when your Controller is not conn
to a Wi-Fi network. If you stop using the Omnipod 5 App over a cellular
network on your Controller, Insulet may deactivate the SIM Card.

Note: Please note that the Controller is still functional using Wi-Fi. If you r¢
to using the Omnipod 5 App on your Controller a er a signi cant period of

coverage via both cellular network and Wi-Fi. Upon request, the SIM card

time, please contact Customer Care to request SIM card reactivation for full

and
pcted

eturn

S

reactivated.
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® Daylight Saving Time Change

Caution: ALWAYS be aware of possible changes to your time zone when
traveling. If you do not update your time zone, your insulin therapy will be
delivered based on your old time zone which may cause disruptions in yaur
insulin delivery schedule and inaccurate history logs. Talk to your healthcare
provider about how to manage your insulin delivery while traveling between

time zones.
Screen Alert Description
Omnipod 5 App: Why it occurs:e Omnipod 5 App has
- — detected that Daylight Saving Time has
Daylight saving time started or ended
change :
Pod soundiNone
Controller/Smartphone sound and
vibration:

e 3secondtone
e 3 second vibration

Daylight saving time change has

been detected. * No repetition

Update insulin delivery to use the What to do:

new time (7:35 pm)? . .
¥, TapUPDATHD update your insulin

defvery me.

Or:

¥, TapNOT NOWb continue using your
current insulin delivery time.

Note: Correct time is essential for correct insulin delivery and history recards. If
you tapNOT NOWWyou ca nd this Action ltem noti cation at
Menu button (= ) > Noti cationsandevery 24 hours you will be reminded to
update.

NOT NOW
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Device Has Been Modi ed

Caution: DO NOT install apps on your smartphone from untrusted sources.
ese apps may contain malware that may impact use of the Omnipod 5 App.
Install apps only from trusted sources (i.e. Google Play). If you do not kn
what an App is, do not install it, regardless of the source.

Itis not advised to install any app from a source other than Google Play on your
smartphone that is running the Omnipod 5 App. Doing so may put you at risk
of unintentionally installing malware on your device.

Malware, or “malicious so ware” from unknown third-parties, is designed
to damage your device and/or read your private information. Unknown

Apps and unknown downloads are the most common method for spreading
malware. Malware could prevent the Omnipod 5 System from functioning as
intended, causing over-delivery or under-delivery of insulin, which could lead
to hypoglycemia or hyperglycemia.

e Omnipod 5 App performs a check to ensure that your device is not rooted
or jailbroken. If the Omnipod 5 App determines your device is, you will be
blocked from Omnipod 5 App use.

If you believe you may have an App installed from a third-party source, take
steps to delete that App. If you believe you may have malware on your devi
discontinue use of your Omnipod 5 System and use an alternate means of
insulin delivery until you can resolve. Delete any Apps installed from a third-
party source, restore your phone to factory default settings, and contact Insulet
Customer Care.

Caution: DO NOT attempt to use the Omnipod 5 App on a smartphone device
with unauthorized mdi cations. If you do, you will not be able to use the
Omnipod 5 App.
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Screen Alert

Description

Omnipod 5 App:

Device has been modified

[

This device does not match the
manufacturer configuration, It
cannot be used with Omnipod 5.

If you have an active Pod, remove it
now.

Why it occursYou have mdi ed your
device and it is not safe to use with the
Omnipod 5 App.

Pod soundiNone

Controller/Smartphone sound and
vibration:

* 3 secondtone
¢ 3 second vibration
e No repetition

What to do:

1. Remove your Pod if you have an activ
Pod

2. Returnyour device to the unmodi ed
con guration to continue using
Omnipod 5
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Device Not Compatible

Warning: You willNOT be able to use the Omnipod 5 App if:
*  You have notinstalled a required update to the Omnipod 5 App

e Anupdate for the Omnipod 5 App is not yet available & known issue
»  Your smartphone device is no longer compatible with use of the Omnipod

S App

e eoperating system of your smartphone has not yet been tested for safety
by Insulet

Use the Insulet-provided Controller or a di erent insulin delivery method.
Failure to deactivate your Pod and use another form of insulin delivery
could result in over-delivery or under-delivery of insulin. is can lead to
hypoglycemia or hyperglycemia.

Note: If you get this message while using the Controller, call Customer Care.

Screen Alert Description
Omnipod 5 App: Why it occursYour smartphone is
incompatible with the Omnipod 5 System
Device not compatible and an update will not x the problem.
Pod soundiNone
m Smartphone sound and vibration:

3 secondtone

¢ 3 second vibration

This Omnipod 5 App is not
compatible with this device,

¢ No repetition

What to do:
1. Ifyou have an active Pod, tap
DEACTIVATE PQ[s option only

appears if you have an active Pod.)

2. Find out if your smartphone is on the
compatible device list here:

https://Mmww.omnipod.com/compatibility
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© Not EnoughStorage
Screen Alert Description
Omnipod 5 App: Why it occurs¥ou do not have enough

Not enough storage

Your device must have at least
150 MB of available storage to use
the Omnipod 5 App.

You can free up space in Storage.

STORAGE

available storage for the Omnipod 5 App t

run on your smartphone. Your smartphone

musthaveenoughstoragespacefortheOmnipod
to work and save important information
about your insulin therapy.

Pod soundiNone

Controller/Smartphone sound and
vibration:

e 3 secondtone
e 3 second vibration
*  Norepetition

What to do:
1. TapSTORAGEhen prompted.

2. Clear up storage by delegites such as
photos and videos, or by deleting othe
apps that you are not using.

Noti cation again.

Note: If you do not delete enough les, you will see this Action ltem

O

SApp

=
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Omnipod 5 Error
Screen Alert Description
Omnipod 5 App: Why it occursYour Omnipod 5 App has
encountered a problem.
Omnipod 5 error Pod soundiNone

Controller/Smartphone sound and

E vibration:

* 3secondtone

» 3 second vibration
Restart your device. If problem R No repetition
1-800-591-3455 What to do:

Ref AAEFELLLLCCOGE 1. TapRESTAR® restart your device.

RESTART

persists, contact Customer Care.

OS Not Compatible

Warning: You will NOT be able to use the Omnipod 5 App if:
*  You have notinstalled a required update to the Omnipod 5 App
e Anupdate for the Omnipod 5 App is not yet available & known issue

* Your smartphone device is no longer compatible with use of the Omnjipod
S App

e e operating system of your smartphone has not yet been tested for safety
by Insulet

Use the Insulet-provided Controller or a di erent insulin delivery method.
Failure to deactivate your Pod and use another form of insulin delivery
can result in over-delivery or under-delivery of insulin. is can lead to
hypoglycemia or hyperglycemia.
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Screen Alert

Description

Omnipod 5 App:

0S not compatible

[

You cannot use the Omnipod 5 App
with your device’s current operating
system (0S). Use your Insulet-
provided controller or a different
insulin delivery method until an
update is available.

DEACTIVATE POD

Why it occurs:e Omnipod 5 App cannot
be used on your device's current operating

system (OS). You will not be able to use the

app until an update becomes available. is
message may appear whether you have ar
active Pod or not.

Pod soundiNone

Controller/Smartphone sound and
vibration:

* 3 secondtone
¢ 3 second vibration
¢ No repetition

What to do:
1. Ifyou have an active Pod, tap
DEACTIVATE POD

2. Check your Omnipod 5 App frequently’
to see when Insulet has approved App

—

use

on the current OS your device is operating

on.

For alist of compatible operating
systems, go tatps://mwww.omnipod.com
compatibility.
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© StopOptimizing Battery Usage

Screen Alert Description
Omnipod 5 App: Why it occursBattery optimization is an
o Android setting that limits what apps can do
Stop optimizing battery in the background in order to save battery life.
usage

=

You have turned ON battery optimization fg
the Omnipod 5 App on your smartphone.
Battery optimization must be turned

OFF in order for your Omnipod 5 App to
communicate with the Pod every 5 minutes
Your Pod continues to deliver insulin

Battery optimization limits the according toits program.
Omnipod 5 App's frequency of

communication with the Pod. Tap
Allow on the next screen to stop Pod SoundNone

optimization. . .
Smartphone sound and vibration:

+ 3secondtone

¢ 3 second vibration

U7

e No repetition
What to do:
1. TapOKa erreading the message.

2. TapALLOWvhen prompted to stop
battery optimization.

Note: You cannot navigate within the Omnipod 5 App until youAhpOW

Note: You will not be able to use the Omnipod 5 App until you stop battery
optimization for the Omnipod 5 App.
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© Turn Bluetooth ON
Screen Alert Description
Omnipod 5 App: Why it occursBluetooth is turned OFF on

Turn Bluetooth ON

The Omnipod 5 App needs Bluetooth
to communicate with your Pod.

TURN ON

your smartphone. Your Omnipod 5 App
and Pod communicate via Bluetooth so
Bluetooth must be turned ON.

Pod soundiNone

Smartphone sound and vibration:
* 3secondtone

*  3second vibration

e No repetition

What to do:
¥, TapTURN OMhen prompted.
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Turn Do Not Disturb Access ON

Screen Alert Description
Omnipod 5 App: Why it occursDo Not Disturb access for the
Omnipod 5 has been turned o

Turn Do Not Disturb
access ON

Pod soundiNone
Smartphone sound and vibration:

m * 3 secondtone
¢ 3 second vibration

e No repetition

The Omnipod 5 App needs Do Not What to do:
Disturb permission. You cannot use . .
the app until you provide Do Not 1. TapNEthd you yvlll _be directed to the
Disturb permission. Android list of applications
1. Tap NEXT below 2. Find the Omnipod 5 App

2. Find Omnipod 5 A . . .
e mmipot= AP 3. Turn on Do Not Disturb Permission for
3. Turn on Do Mot Disturb

permission the OmnIDOd 5 App
4. Top the Back button to retum 4. Press the back button to return

NEXT

Note: e Omnipod 5 App on your smartphone requires Do Not Disturb
permission and Naotations to be turned ON to ensure you always receive
important safety alarms. You cannot use the App until Do Not Disturb
permission is provided and Noti cations is turned ON.
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® Turn Lock Screen Security ON

Screen Alert Description
Omnipod 5 App: Why it occursYour lock screen security ha
been turned OFF.

Turn Lock Screen
Security ON

Pod soundiNone

Smartphone sound and vibration:
* 3 secondtone
¢ 3 second vibration

e No repetition
You need to set up lock screen What to do:
security to use the Omnipod 5 App.

1. TapSET UP

SET UP

method.

and accidental therapy changes. is feature can be enabled from your ph

If someone other than you uses or has regular access to your phone (e.g
child, partner, roommate), they may unintentionally access the Omnipod
App, which could result in unintended changes to your therapy. Changes
your therapy could cause over-delivery or under-delivery of insulin, which
lead to hypoglycemia and hyperglycemia.

To prevent unintended access, the Omnipod 5 App will require you to ent
your phone’s PIN (or other selected security method) each time you acce
Omnipod 5 App.

Omnipod 5 Security cannot be turned o

(2]

2. Enable your passcode or another security

Use of the Omnipod 5 App on your phone requires that you select a screen lock
type and set security options on your phone to protect against unintended use

one’s

Settings. From the Home screen, swipe up and tap Settings to access Settings.

. your

o1

to
can

er
ss the
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® Turn On Automatic Date and Time

Screen Alert

Description

Omnipod 5 App:

Turn ON Automatic date
and time

Automatic date and time on your
device must be set to ON 10 use the
Omnipod 5 App.

Why it occursYou have turned OFF
Automatic Date and Time in your
smartphone settings. e Omnipod 5
App has many therapy-related actions tha
depend on time. Automatic Date and Timg¢
is a setting on your smartphone that ensu
the accuracy of your time. e Omnipod 5
App uses the setting to detect if you have
traveled® a di erent time zone.

Pod soundiNone

Smartphone sound and vibration:
* 3secondtone

*  3second vibration

e No repetition

What to do:
1. TapOK.

You will be taken to the Android "Date
and Time" screen.

2. TapAutomatic date and timeo turn
it ON.

" am—x

[eS

e toggle will turn blue if it is ON.
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© Turn Noti cations ON

Screen Alert Description
Omnipod 5 App: Why it occursYou have turned OFF any of
the following:

Tum Notifications ON Show naitcations, Hazard & Advisory

Alarms, or Action ltem Noti cations

Omnipod 5 System noti cations should
be turnedON in your smartphone settings
so that you get important information

regarding your insulin therapy and alarms.
To use the Omnipod 5 App, turn

Matifications on. Notifications alert Pod soundNone

you when an issue needs your Controller/Smartphone sound and
attention. . .
vibration:

. 3secondone

¢ 3 second vibration

e No repetition
What to do:
1. TapTURN OMhen prompted.

You see the Android "App Noti cations'
screen.

2. TapShow noti cationsto turn
Omnipod 5 App noti cations ON.

Note: e Omnipod 5 App on your smartphone requires Do Not Disturb
permission and Noti cations to be turned ON to ensure you always receive
important safety alarms. You cannot use the App until Do Not Disturb
permission is provided and Noti cations is turned ON.
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® Update Omnipod 5 - App No Longer Supported

Screen Alert

Description

Omnipod 5 App:

Update Omnipod 5

Your version of Omnipod 5 App is
no longer supported.

Update to the latest version of the
Omnipod 5 App.

(This will not affect insulin delivery.)

UPDATE NOW

Why it occurs:e Omnipod 5 App version
you are currently using is obsolete and no
longer supported.

Pod soundiNone

Controller/Smartphone sound and
vibration:

* 3 secondtone
¢ 3 second vibration
e No repetition

What to do:
1. TapUPDATE NOW.

Your battery power must be above 15
before updating.

Vo

2. Ifyou do not have enough battery power,

charge your battery before continuing
You will see that the update is in progr

3. When you see the message that the
update was successful, @

eSS.
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® Update Omnipod 5 - Sware Update

Screen Alert

Description

Omnipod 5 App:

Update Omnipod® 5

Update to the latest version of the
Omnipod® 5 app.

(This will not affect insulin delivery.)

UPDATE NOW

Why it occursAn Omnipod 5 App so ware
update is available.

Pod soundiNone

Controller/Smartphone sound and
vibration:

* 3secondtone
¢ 3 second vibration
e No repetition

What to do:
1. TapUPDATE NOW

Your battery power must be above 15%

before updating.

2. Ifyou do not have enough battery pow
charge your battery before continuing

3. When you see the message that the
update was successful, @

Note: If the update is critical (required), you will not have the option to disrj
the not cation. If you tapNOT NOVWou can nd this Action ltem noti cation
atMenu button (= ) > Noti cations.

er,

Niss
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® Update OS
Screen Alert Description
Omnipod 5 App: Why it occurs:/An operating system update
available for youController.
Update OS

Update to the latest version of the
operating system.

(This will not affect insulin delivery.)

UPDATE NOW

Pod soundiNone

Controller sound and vibration:
* 3secondtone

* 3second vibration

e No repetition

What to do:
1. TapUPDATE NOW

Your battery power must be above 409
or be above 20% and charging, before
updating.

2. Ifyou do not have enough battery pow
charge your battery before continuing.

3. When you see the message that the
update was successful, @

S

er,

Note: If the update is critical (required), you will not have the option to disr]
the not cation. If you tapNOT NOVWou can nd this Action ltem noti cation

niss

atMenu button (= ) > Noti cations.
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©® Update Time Zone

Caution: ALWAYS be aware of possible changes to your time zone when
traveling. If you do not update your time zone, your insulin therapy will be
delivered based on your old time zone which may cause disruptions in yaur
insulin delivery schedule and inaccurate history logs. Talk to your healthcare
provider about how to manage your insulin delivery while traveling between

time zones.

Screen Alert Description

Omnipod 5 App: Why it occursour Controller or
smartphone time zone does not match the

Update time zone Omnipod 5 App insulin delivery time zone.
Pod soundiNone
Controller/Smartphone sound and
vibration:
* 3secondtone
Your device time zone: L 3 second vibration

Los Angeles (4:30 pm) . No repetition

Your insulin delivery time zone:

New York (7:30 pm) What to do:
Update insulin delivery to your device 1. TapUPDATRhen prompted to update
time zone? your insulin delivery time zone.

2. Ifyou are in Automated Mode, follow

the on-screen instructions to switch
NOT NOW to Manual Mode and pause insulin
delivery.

3. Aerthetime zone is updated, you
may start insulin delivery and return to
Automated Mode.

Note: Correct time is essential for correct insulin delivery and history
records. If you taNOT NOWWou ca nd this Action ltem noti cation at

Menu button (= ) > Noti cationsandevery 24 hours you will be reminded to
update.
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13.9. Silencing Unresolved Alarms

You can silence Pod or Omnipod 5 App alarms by acknowledging the alarm
screen displayed on your Omnipod 5 App. If the alarm continues, follow the
directions in this section.

Pod Alarm

Caution: Permanently silencing a Pod alarm requires the Pod to be remoyved
from your body. Once removed and discarded, promptly activate a new Fod to
avoid going too long without insulin, which could lead to hyperglycemia.

To permanently silence a Pod alarm:
Press downrmly .

1. Ifthe Pod is on your body, remove it.

2. Peelback a little bit of the adhesive
pad from the bottom of the Pod at the
square end (segure). Alarm shut-o port

3. Locate the alarm shut-o port to the
right of the gold circle. e alarm shut- Gold circle
0 port can be felt with a ngernail or
paper clip as so plastic. Fill port

4. Firmly press a paper clip or similar
item straight down into the alarm
shut-o port. You need to apply
enough force to break a thin layer of
plastic. If an alarm is sounding, the alarm will stop.

Controller Alarm

If a Controller alarm is not silenced when you acknowledge the alarm:
1. Press and hold the Power button, therReper o .
2. Pressand hold the Power button to turn the Controller back on.

is action silences theController'salarm. Your history records and personal
settings are preserved. However, you may have to con rm the time zone.
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13.10. Responding to Reminder Noti cations
Reminder Natcations remind you about actions you may want to perform.

Finding out about reminder noti cations

Toalertyou to a noti cation, the Pod sounds a 3-beep tone, and the Omnipod 5 App
either sounds a tone or vibrates (see "13.3. Sounds and Vibrations"i&Yjpage
When you hear a sound or feel a vibration, check your Omnipod ipp

message.

Note: Program reminders, con dence reminders, and some informational
signals do not have an accompanying message.

If your Omnipod 5 App is asleep when you hear or feel a noti cation, wake it up.
e Lock screen shows the reminder noti cation icoi@)) and the noti cation
message.

» Ifthere are multiple messages, the most recent message is shown at the top of
the list.

» Ifthere are more messages than can be displayed on the Lock screen, a banner
beneath the messages shows the number of additional messages.

Note: e Omnipod 5 App on your smartphone requires Do Not Disturb
permission and Noti cations to be turned ON to ensure you always receive
important safety alarms. You cannot use the App until Do Not Disturb permission
is provided and Noti cations is turned ON.

If you are using your Omnipod 5 App when a noti cation is triggered, the
noti cation message appears at the top of the screen. To remove the message from
the screen:

» Do nothing. e message disappears a er several seconds and is saved as a
new message.

*  Swipe up to remove the message immediately and save it as a new message.

e Swipe right to remove the message immediately and save it as an
acknowledged message.

Acknowledging reminder noti cations

Note: Waking up your Omnipod 5 App and using it does not automatically
acknowledge or silence noti cations.

All new noti cations are included in the Noti cations & Alarms co. ) in
the red circle over the noti cation bell in the upper right of the Home screen.

To acknowledge the noti cation:
1. Wake up your Omnipod 5 App

2. Tap the noti cation bell icon ﬂ) to bring up the Noti cations & Alarms
screen.
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3. Scroll down the screen, if necessary, to see any additiocatioots with
blue icons @)).

4. Tap the back arrov&=) in the upper le of the screen to mark the
noti cations as acknowledged.

Note: Putting theOmnipod 5 Controller to sleep by pressing the Power
button does not mark the noti cations as acknowledged. You must tap the
back arrow&=) to acknowledge the noti cation.

13.11. Reminder Noti cations List

Reminder Noti cations remind you about various actions you may want to
perform. Some are automatically generated and others have settings that you
control (see "10.2. Reminder Settings" oni28)e

Tip: Use the Sound/vibrate button on the right side o€tbwtrollerto control
whether the noti cation sounds a tone or vibrates (see " e Sound/vibrate button
on yourController' on pagé57).

e reminder noti cations are:
® Custom Reminder

Screen DIS- iﬁ;@ Omnipod 5 Motifications | 12:25 PM
played Afternoon Reminder @

Check BG in afternoon.

Cause You scheduled a reminder.

Pod sound: None

Controller/ Every 15 minutes until acknowledged.
Smartphone

sound and

vibration:

What to do Acknowledge the message (geknowledging

reminder noti cations" on pagé98).

Note: To create or edit these reminders, see "Con dence Reminders" on page
129
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® No Active Pod
Screen DISpIayec @ Omnipod 5 Notifications | 12:25PM ~
No active Pod @
Activate a Pod to start insulin delivery.
Cause Reminds you to activate a new Pod to begin basal
insulin delivery
Pod sound: None
Controller/ Repeats once, 15 minutes a er initialiration
Smartphone unless acknowledged.
sound and
vibration:
What to do Unlock the Omnipod 5 App. Activate a new Pod.
@ PodExpiration
Screen DlSplayeC @ Omnipod 5 Notifications | 12:25 PM
Pod Expiration @
Pod expires at 1:15 pm, 7/24/21
Cause Tells you how much time is le before the Pod
expiration advisory alarm.
Pod sound: » 8beeptone
e Toneissued once every minutes for 3 minutes
* Repeats every 15 minutes until acknowledged
Controller/ Repeats once, 15 minutes a er initial noti cation
Smartphone unless acknowledged.
sound and
vibration:
What to do Acknowledge the message (g@&nowledging
reminder noti cations" on pagi98. Change your
Pod.

Note: To change the timing of this noti cation, see "Pod Expiration" on page
128 Both the Pod and the Omnipod 5 App sound the noti cation.
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@ Missed Bolus

Screen Displayed

@ Omnipod 5 Notifications | 12:25 PM
Missed Bolus

Meal bolus not delivered between
11:00 am - 12:00 pm.

©

Cause Reminds you that you have not delivered a bolus within
the time period you have sped.

Pod sound: None

Controller/ Every 15 minutes until acknowledged.

Smartphone

sound and

vibration:

What to do Acknowledge the message (genowledging

reminder noti cations” on pagt98. Consider your
meal schedule.

Note: To edit these reminders, see "Missed Bolus" on page 236
@ Check BG fer Pod Change

Screen Displayec

iﬁ;@ Omnipod 5 Notifications | 12:25 PM
Check BG
Check BG and infusion site after Pod change.

©

Cause Reminds you to check your blood glucose and the
cannula infusion site 90 minutes a er activating a new
Pod.

Pod sound: None

Controller/ Repeats once, 15 minutes a er initial noti cation

Smartphone unless acknowledged.

sound and

vibration:

What to do Acknowledge the message (#eknowledging

reminder noti cations" on page98. Check your
blood glucose. Check the infusion site to see if the
cannula is properly inserted.

Note: If there is a valid CGM value present at the time, in either Manual or

Automated Mode, this alert will automatically be cleared by the Omnipod 5 App.
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® Check BG £er Bolus
Screen DiSpIayec @ Omnipod 5 Notifications | 12:25 PM
Check BG @
2 hours have passed since your bolus.
Cause Reminds you to check your blood glucose a er a bolus.
Pod sound: None
Controller/ Every 5 minutes until acknowledged.
Smartphone
sound and
vibration:
What to do Acknowledge the message (genowledging
reminder not cations" on pagé98. Check your
blood glucose.

Note: To edit these reminders, §@ Check BG A er Bolus" on page 202

Note: If there is a valid CGM value present at the time, in either Manual or
Automated Mode, this alert will automatically be cleared by the Omnipod 5 App.
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14 Taking Care of Your Controller and Pod

Warning: DO NOT expose any Omnipod 5 System products or supplies to
extreme temperatures as this results in them not functioning properly. Store
all Omnipod 5 System products and supplies, including unopened Pods, ina
cool, dry place.

e Omnipod 5 Automated Insulin Delivery System has no user-serviceable
parts. If you require assistance operating or maintaining the Omnipod 5 System
contact Customer Care.

14.1. Pod and Insulin Storage and Care

is section describes proper care of your Pod.

Pod and Insulin Storage

Extreme heat or cold can damage Pods and cause them to malfunction.

It is especially important to store your insulin in a well-controlled environment.
Inspect insulin before using it; never use insulin that looks 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

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. ese
conditions could expose the Pod to extreme temperatures and may also a ect
the insulin inside the Pod which could lead to hyperglycemia.

e 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).

Caution: NEVER use a blow dryer or hot air to dry the Controller or Pod.
Extreme heat can damage the electronics.

If you remove your Pod to avoid exposing it to extreme temperatures, remember
to check your glucose frequently.
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Note: Check with your healthcare provider for guidelines if you plan on not using
a Pod for extended periods.

Note: Check the labeling for your rapid-acting insulin, as maximum insulin
exposure temperatures may vary between insulins.

Water and your Pod

Warning: DO NOT expose your Pod to water at depths greater than 25 feet
(7.6 meters) or for longer than 60 minutes because damage to the Pod ¢an
occur. is could result in over-delivery or under-delivery of insulin, which
can lead to hypoglycemia or hyperglycemia.

e Pod is waterproof up to a depth of 25 feet (7.6 meters) for up to 60 minutes
(IP28).A er swimming or similar exposure to water, rinsé@ Pod with clean
water and gently dry it with a towel.

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. However, do not use strong detergents
or solvents, as they can damage the Pod's casing or irritate the infusion site.

Caution: Use caution while cleaning the Pod on your body. Hold the Pod
securely so the cannula does not kink and the Pod does not detach from your
skin.

14.2. Controller Storage and Care

When you are not using yoGiontroller, store it in a convenient, nearby location
that is cool and dry.

Caution: ALWAYS keep your Controller safe and within your control to
ensure others cannot make changes to your insulin therapy. Do not share
your Controller screen lock security with anyone.

Caution: DO NOT use any component of the Omnipod 5 System

(smartphone, Controller, Pod) if you suspect damagaaunexpected
event such as dropping or hitting on a hard surface. Using damaged
components may put your health at risk as the system may not be working
properly. If you are unsure if one or more of your components are damaged,
stop using the system and call Customer Care for support.
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Long term storage of your Controller

If you are not going to use ydbontrollerfor an extended period of time, allow
your battery to reach approximately 50% to 60% charge. en press and hold the
Power button to turn th€ontrollerOFF

Your Controller and the Environment

Avoid extreme temperatures

Extremepperating temperatures can a ect tbentrollerbattery and interfere
with Omnipod 5 System operation. Avoid using@atrollerin temperatures
below 41°F (5°C) or above 104°F (40°C).

Caution: DO NOT expose your Controller to extreme temperatures while
in storage or during use. Extreme heat or cold can cause the Controller to
malfunction. Extreme hea de ned as >86°F(30°C) during storage and
>104°F(40°C) during use. Extreme cold is de ned as <32°F(0°C) durin
storage and < 41°F(5°C) during use.

Water and your Controller

Caution: DO NOT place the Controller in or near water because the
Controller is not waterproof. Failure to do so may result in damage to the
Controller.

If the Controller gets wet:
1. Drythe outside of th€ontrollerwith a clean, lint-free cloth.

Caution: NEVER use a blow dryer or hot air to dry the Controller or
Pod. Extreme heat can damage the electronics.

2. Aerthe Controllerhas thoroughly air-dried, tut@N theControllerto see
if it is working.

3. IftheControlleris not working, contact Customer Care.
Electrical interference

e Controllerand Pod are designed to withstand normal radio interference and
electromagnét elds, including airport security and cellular phones. However,

as with all wireless communication technology, certain operating conditions can
interrupt communication. For example, electric appliances sunltesvave

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 "26.5. Pod Communication Issues —"Try
Again™ on page49).
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USB cable

Caution: Use ONLY the USB charging cable that you received in the bo!
with your Controller. AVOID using alternative charging cables or other
accessories, as they may damage the Controller or a ect the way it charges in
the future. If you must use a di erent cable, use only cables less than or equal
to 4 feet (1.2 meters) in length.

Note: You can use theontrollerwhile it is charging.

Cleaning Your Controller

Always keep youtontroller USB port free of debris and liquids. Dirt, dust, and
liquids can impair the functionality of yo@ontrolleror damage it.

Caution: DO NOT use solvents to clean your Controller. DO NOT immerse
your Controller in water as it is not waterproof. e use of solvents or
immersion in water could cause the Controller to malfunction.

To clean you€ontroller.
1. Pressthe Power buttorids to put yourControllerto sleep.

2.  Wipe the outer surface of t@mntrollerwith a damp, lint-free cloth. If
necessary, use a solution of a mild detergent mixed in warm water on the
cloth.

3. Drythe outer surface with a dry, lint-free cloth.

Caution: DO NOT allow debris or liquid to get into the USB port, speaker
sound/vibrate button, or Power button while cleaning the Controller. Failure
to do so may result in damage to the Controller.

Every time you clean yoGontroller,examine the entir€ontrollerfor

discoloration, cracks, or separations. Also, check for deteriorating performance,
such as illegible messages, button malfunction, or repeated communication
failures. If you notice any signs of deterioration, stop usir@ahtoller. Contact
Customer Care if you have questions.

If You Drop the Controller

Shock or a severe impact can damageGaniroller. If you drop theController
or if it is otherwise subjected to severe impact:

1. Inspectthe outside of tigontrollerfor visible signs of damage.
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2. Ifthe Controller has turned o, press and hold the Power button to see
whether theControllerturns on and the Lock screen appears.

Caution: Do not use th€ontrollerif it appears damaged or is not working as
it should. Do not use th@ontrollerif its screen is broken.

14.3. Controller Battery Care

e provided Controller uses a rechargeable lithium polymer battery. e battery
cannot be removed from your Controller. If there is a problem with your battery
or charger, contact Customer Care.

Safe Use of theController Battery

Caution: DO NOT expose your Controller battery to high heat [> 86°F (5
30°C) during storage and > 104°F (>40°C) during use]. Do not puncture
crush, or apply pressure to your battery. Failure to follow these instructions
could result in an explosip re, electric shock, damage to the Controller or
battery, or battery leakage.

To safely use the rechargeable battery:

e Store and charge the Controller in a cool, dry place out of direct sunlight to
prolong battery life. Avoid leaving the Controller in a car where temperature
extremes can permanently damage the battery.

*  Your Controllermay become warmes prolonged use or when exposed to
high temperatures. If yo@ontrollerbecomes hot to the touch, unplug the
USB cable if it is plugged in, and avoid touching or holding the Controller.
Place itin a cool location and allow it to cool down to room temperature.

» Do not expose the charger to liquids, including water, rain, or snow, as this
can cause malfunction. If the battery or charger is exposed to liquid, allow it
todry.

» Do not place th€ontrolleron or in heating devices, such as microwave
ovens, stoves, or radiators. e battery may explode if overheated.

e Do notdrop the Controller.

*  Only use an Insulet approved charger to chargeGairoller. Using
unapproved chargers can cause the battery to explode or danGaayeribiéer
and may void the warranty.
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» Ifthe battery is damaged sotthad leaks from the battery, do not allow the
leaked uid to make direct contact with your skin or eyes. If this happens,
immediately ush your skin or eyes with clean water and consult a doctor.

» Inspect youControllerbattery charger before each use. If the adapter for the
charger falls in water or is cracked, do not use it.

Charging the Controller Battery

Caution: ALWAYS plug in and charge your Controller when you see the low
battery message. If the battery charge becomes critically low, the Controller
turns itself g and you will not receive a low battery hazard alarm. Without
the use of the Controller, you will not be able to make changes to your insulin
delivery, which could result in over-delivery or under-delivery of insulin that
can lead to hypoglycemia or hyperglycemia.

Under normal use, the battery should hold its charge for more than one day.

An Omnipod 5 App message alerts you when the battery charge is low. e
battery icon in the status bar tracks the remaining charge in the batté8/4see
Status Bar" on pade).

To charge your Controller:
1. Assemble the charger cable by attaching its wall adapter.

Caution: Use ONLY the USB charging cable that you received in the
box with your Controller. AVOID using alternative charging cables
or other accessories, as they may damage the Controller or a ect the
way it charges in the future. If you must use a di erent cable, use|only
cables less than or equal to 4 feet (1.2 meters) in length.

2. Plug the charger into an outlet. Select an outlet that you can access easily and
unplug the charger from easily when necessary.

3. Plug the other end of the cable into the USB port G dimtroller.
4. Charge the Controller until the battery level icon shows 100% charge.
5. Disconnect the charger from the Controller and the wall outlet.

You can charge your battery many times, but all batteries have a limited lifespan.
Contact Customer Care if you notice asignt deterioration in the duration of
theController's battery charge.

Note: Charging times can vary depending on the surrounding temperature and
the remaining battery level.

Tip: Develop a routine to charge @entrollerbattery at the same time every
day. Do not wait for the low battery message.
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Note: If the Controllerbattery is critically low and ti@&ontrollerhas turned

OFF your Pod continues to deliver Automated Mode insulin or Manual Mode
basal insulin according to the Basal Program in progress or temp basal. If you do
not charge youtontrollerbattery, this insulin delivery continues until the Pod
expires.

Note: e history records stay in memory for 1 year even if the battery power is
critically low.
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15.1. Infusion Site Checks

Caution: ALWAYS check for signs of infectiorn. If an infusion site
shows signs of infection:

* Immediately remove the Pod and apply a new Padi atent infusion
site.

e Contact your healthcare provider. Treat the infection according to
instructions from your healthcare provider.

If you see blood in your cannula, check your glucose more frequently to
ensure insulin delivery has not been a ected. If you experience unexpected
high glucose, change your Pod.

At least 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
e Signs of infection, such as pain, swelling, redness, discharge, or heat

Tip: Consider making infusion site checks a part of your daily routine, like
showering or brushing your teeth.
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15.2. Being Aware of Your Glucose

Warning: ALWAYS be aware of your current CGM value, trust how your
body feels, and do not ignore symptoms of high and low glucose. Even
though insulin delivery adjusts automatically in Automated Mode with the
goal of bringing your glucose level to your de ned Target Glucose, severe
hypoglycemia or hyperglycemia may still occur.

D

If your CGM values do not match your symptoms, ALWAY'S check your
blood glucose using a BG meter, consider treatment and/or CGM sensor
calibration if necessary. ALWAYS switch to Manual Mode if you feel you are
receiving inaccurate CGM values.

e Erroneously high CGM values can cause excessive insulin delivery
leading to severe hypoglycemia, seizure, loss of conscioushess or death.

»  Erroneously low CGM values can cause prolonged insulin suspension
leading to hyperglycemia, DKA, or death.

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

When you routinely view your CGM values and/or check your glucose, you can
better identify when you need to make a treatment decision or troubleshoot an
issue. If you are not wearing a CGM, itis advisable to check your blood glucose at
least 4—6 times per day (when you wake up, before each meal, and before going t¢
bed).

Check your glucose:

*  Whenever you feel nauseated or sick

e Before driving a car

*  Whenever your glucose has been running unusually high or low
»  Ifyou suspect that your glucose is high or low

e Before, during, andex exercise

e Asdirected by your healthcare provider

When using a CGM, if your CGM values direrent than what you expect

based on how you feel, then check your blood glucose using a BG meter to verify
your CGM value's accuracy. For example, if you feel shaky and sweaty, which
usually means your glucose is very low, but your CGM value shows as in your
acceptable range, you should con rm by checking with your BG meter.

If your blood gluon readings are veri ed too low or too high, consider treatment.

A sensor calibration may also be needed; consult your competiadem G6
SystentUser Guidéor more information.
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15.3. Traveling and Vacations

It is important that you check your glucose more frequently while you are
traveling. Changes in time zones, activity levels, and mealtimes can all a ect your
glucose.

Proper preparation is important when travelirgfollowing sections will help
you prepare for your travels.

Keep Supplies Accessible

On airplanes, trains, and buses, keep these items with you, rather than checking
them:

*  Your Controlleror your smartphone with the Omnipod 5 App
e Extra Pods

* Anemergency kit

* Vials of insulin (cargo area temperatures megtasulin)

» Asigned letter from your healthcare provider explaining that you need to
carry insulin supplies and the Omnipod 5 System

»  Prescriptions for all medications
*  Medications and supplies with their original prescription label

Note: Generic medications may be easier to nd than brand names outside
your country.

*  Snacks and hypoglycemia treatment, in case food is not available
» Bottled water (especially on planes) to prevent dehydration

e e name and phone number of your physician and of a physician at your
nal destination

Note: For information about the recommended CGM supplies to carry, see your
Dexcom G6 CGM System User Guide.

Note: Keep your emergency kit with you during trips or vacations (see
"Emergency Kit" on padd). As it may bdi cult 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, cofiagtiomer Care to inquire about

additionalOmnipod 5 System supplies for your trip.
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Plan for Changing Time Zones

If you're planning a vacation or business trip to a di erent time zone, you may

need to adjust Basal Programs that you would typically follow while in Manual
Mode. For changes of just a few hours, basal rate adjustments are minor and easy
to calculate. For long-distance travel, however, guring out the correct Basal
Program can be more challenging. Your healthcare provider can help with these
adjustments.

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 ight.

Airport security
Prepare for your travel:

»  Airport security checks and screening procedures may change, so review the
airport website and the TSA webgitgtravel updates before your trip.

e Arrive at the airport 2-3 hours before your ight.

»  Have your insulin management supplies easily accessible to ensure that
airport security checks run smoothly.

Airport security o ers 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 securitye.

To prevent contamination or damage to your supplies, you should be asked at the
security checkpoint to display, handle, and repack your own supplies during the
visual inspection process. Any medication and/or associated supplies that cannot
be cleared visually must be submitted for X-ray screening.

If you are concerned about going through the walk-through metal detector, notify
the security o cer that you're wearing an insulin pump. You should advise the
security o cer that the insulin pump cannot be removed because it is inserted
with a catheter (tubing) under the skin.

Visit the TSA Contact Centiyou have any further questions or concerns.

Note: For information about passing CGM equipment through airport X-ray
machines, see yaDexcom G6 CGM System User Guide
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Flying and airplane mode

Caution: ALWAYS check your glucose frequently during amusement park
rides and ying or other situations where sudden changes or extremes of
air pressure, altitude, or gravity may be occurrimggh the Omnipod
5 System is safe to use at atmospheric pressures typically found in airplane
cabins during ight, the atmosphere pressure in an airplane cabin can change
during ight, which may act the Pod's insulin delivery. Rapid changes

in altitude and gravity, such as those typically found on amusement park
rides or ight take-o and landing, can a ect insulin delivery, leading to
possible hypoglycemia or injury. If needed, follow your healthcare provider's
treatment instructions.

e Omnipod 5 System sends and receives information from the Pod using
Bluetooth wireless technology. Before ying, check your airline's policy regarding
the use of Personal Medical Electronic Devices that communicate using Bluetooth
technology.

If the use of a Personal Medical Electronic Device using Bluetooth technology
is allowed, set your Omnipod 5 App to airplane mode while on the airplane (see
"Airplane mode" on pad®4. e Bluetooth setting remains enabled in the
Controller's Airplane Mode so you can communicate with your Pod.

Note: e Omnipod 5 System is safe to use at atmospheric pressures typically
found in airplane cabins during ight. e Omnipod 5 System can be used at
atmospheric pressures as low as 700 hPa, which is lower than the typical pressure
in airplane cabins.

15.4. Avoiding Lows, Highs, and Diabetic Ketoacidosis

You can avoid most risks related to using the Omnipod 5 System by following
the instructions in thitJser Guidand by promptly treating symptoms of
hypoglycemia (low glucose), hyperglycemia (high glucose), or diabetic
ketoacidosis (DKA) according to your healthcare provider's instructions. e
easiest and most reliable way to avoid these conditions is to check your glucose
oen.

General Precautions

»  Keep careful records and discuss changes and adjustments with your
healthcare provider.

e Tellyour healthcare provider if you have extreme high glucose or low glucose,
or if high glucose or low glucose are occurring more o0 en than usual.
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* Ifyou have technical problems with your Omnipod 5 Systagircannot
resolve them, contact Customer Care immediately.

Hypoglycemia (Low Glucose)

Warning: DO NOT wait to treat hypoglycemia (low glucose) or symptoms
of hypoglycemia. Even if you cannot check your glucose, waiting to treat
symptoms could lead to severe hypoglycemia, which can lead to seizure, loss of
consciousness or death.

Hypoglycemia can occur even when a Pod is working properly. Never ignore the
signs of low glucose, no matter how mfl: luntreated, severe hypoglycemia

can cause seizures or lead to unconsciousness. If you suspect that your glucose i
low, check your glucose to con rm.

Symptoms of hypoglycemia (low glucose)
Never ignore the following symptoms, as they could be signs of hypoglycemia:

»  Shakiness * Sudden hunger

e Fatigue * Rapid heartrate

e Unexplained sweating e Confusion

* Cold, clammy skin * Tingling in the lips or tongue
¢ \Weakness e Anxiety

¢ Blurred vision or a headache

Tip: Hypoglycemia unawareness is a condition in which you do not realize when
your glucose is low. If you are prone to hypoglycemia unawareness, you may wan
to use the Omnipod 5 System's blood glucose reminder and check your glucose
more frequently (see "Check BG A er Bolus" on R2gé.

Tip: Make sure your 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: Teach people you trust (like family members and close friends) how to
administer glucagon dosage. 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.
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Toavoid hypoglycemia (low glucose)

*  Work with your healthcare provider to establish individualized Target
Glucose settings and guidelines.

» Keep afast-acting carbohydrate with you at all times to respond quickly to
low glucose. Examples of fast-acting carbs are glucose tablets, hard candies, or
juice.

e Teach your friends, family members, and colleagues to recognize the signs of
hypoglycemia so they can help if you develop hypoglycemia unawareness or
a severe adverse reaction.

» Keep aglucagon kit with your emergency supplies. Teach friends and family
members how to administer a glucagon dosage 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 identi cation (such as an emergency wallet card) and
wear an emergency medical necklace or bracelet such as the Medic Alert tag.

Again, frequent glucose checks are the key to avoiding potential problems.
Detecting low glucose early lets you treat it before it becomes a problem.

Check with your healthcare provider for guidance in avoiding low glucose.

Possible causes of

hypoglycemia Suggested action

Incorrect Basal Program Con rm that the correct Basal Program is active.

(Manual Mode) 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.

Incorrect bolus timing Check the bolus size and timing.

or bolus too large Do not overcorrect for post-meal glucose.
Check carb intake.

Consult your healthcare provider for guidance.

Incorrect Target Glucose
level
Consult your healthcare provider about re ning

or incorrect Correction :
these settings as needed.

Factor
orincorrect IC Ratio
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Possible causes of .
hypoglycemia Suggested action
Prone to severe .
hypoglycemia Consult your healthcare provider about
_ hypoglycemia unawareness and about raising

or hypoglycemia Target Glucose.
unawareness

, Consult with your healthcare provider about using
gg%%r)ned physical Temp Basal (Manual Mode) or the Activity feature

(Automated Mode).

Adjust insulin delivery as instructed by your
healthcare provider.

Check glucose before, during, aret activity and
treat as necessary.

Prolonged orintense  Note: E ects of exercise can last several hours—
exercise even a full day—ex activity ends.

Consult your healthcare provider about adjusting
your Basal Programs or using a temp basal (Manual
Mode) or the Activity feature (Automated Mode) to
avoid hypoglycemia.

Low carbohydrate intake Check glucose before activity.

prior to activity Consult your healthcare provider for guidance.
Check glucose frequently, especially before going

Alcohol consumption o bed.
Consult your healthcare provider for guidance.

Totreat hypoglycemia (low glucose)

Any time your glucose is low, treat it immediately according to your healthcare
provider’s instructions. Your healthcare provider might recommend that you

treat hypoglycemia vita di erent amount of carbs during Automated Mode
compared to Manual Mode. Check your glucose every 15 minutes while you are
treating to make sure you don't overtreat the condition and cause glucose levels to
rise too high. Contact your healthcare provider as needed for guidance.

219



15 Living with Diabetes

Hyperglycemia (High Glucose)

Warning: ALWAYS monitor your glucose and follow your healthcare
provider's treatment guidelines when you stop receiving insulin due to a
blockage (occlusion). Not taking action promptly could result in under-
delivery of insulin which can lead to hyperglycemia or diabetic ketoacidosis

(DKA) (seéA Blockage Detected" on page) 163

Pods use rapid-acting insulin, which has a shorter duration than long-acting
insulin, so you have no long-acting insulin in your body when using the
Omnipod 5 System. If a blockage (interruption of insulin delivery from the Pod,
or occlusion) occurs, your glucose can rise rapidly.

Tip: Hyperglycemia symptoms can be confusing. Always check your glucose
before you treat for hyperglycemia.

Symptoms of hyperglycemia (high glucose)

Never ignore the following symptoms, as they could be a sign of hyperglycemia:
e [Fatigue

e Frequent urination, especially during the night

*  Unusual thirst or hunger

e Unexplained weight loss

e Blurred vision

e Slow healing of cuts or sores

Toavoid hyperglycemia (high glucose)

Check your glucose:

e Atleast4-6 times a day (when you wake up, before each meal, and before
going to bed); unless you are using a continuous glucose monitoring system

e Ifyou feel nauseated or sick

» Beforedriving a car

e Whenever your glucose has been running unusually high or low
e Ifyou suspect that your glucose is high or low

e Before, during, andex exercise

e Asdirected by your healthcare provider
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Possible causes of

hyperglycemia

Suggested action

Expired insulin or
insulin exposed to
extreme temperatures

Deactivate and remove the used Pod. Apply a new Pod
lled from a new vial of insulin.

Infusion site in or

near a scar or mole

Deactivate and remove the used Pod. Apply a new Pod
in a di erent location.

Infected infusion site

Deactivate and remove the used Pod.

Apply a new Pod in a di erent location and consult
your healthcare provider.

Deactivate and remove the used Pod.
Apply a new Pod in a di erent 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 . . ,
Apply a new Pod in a di erent location.
Incorrect Basal Con rm that the correct Basal Program is active.
Program Consult your healthcare provider about adjusting

(Manual Mode)

your Basal Programs or using a temp basal.

Incorrect bolus
timing or bolus
too small

Check carb intake.
Take bolus with or before eating food rather then a

Check glucose before giving meal bolus. If necessary,
adjust bolus.

Consult your healthcare provider for guidance.

High-protein or

Calculate protein/fat intake and account for it in your
bolus timing and bolus type.

high-fat meal Consult your healthcare provider about using the
extended bolus option.
- Consult your healthcare provider about adjusting
Less activity your Basal Programs or using a temp basal (Manual
than usual
Mode).
Glucose Do not exercise when ketones are present.
gg%aﬁﬁg;;gilzwith Note: Glucose increases with exercise when ketones
ketones present) are present.
before exercise Consult your healthcare provider for guidance.
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Possible causes of
hyperglycemia

Suggested action

. i SeéSick Days" on page 224
Infection or illness _ _
or medication change Consultyour healthcare provider about sick day

guidelines and about medication changes.

Weight loss or gain
or menstrual cycle  Consult your healthcare provider for guidance.
or pregnancy

) Deactivate and remove the used Pod.
Blockage (occlusion) ) _ _
Apply a new Pod in a di erent location.

To Treat Hyperglycemia (High Glucose)

Warning: NEVER drive yourself to the emergency room if you need
emergency medical care. Ask a friend or family member to take you to t
emergency room or call an ambulance.

-

e

Always check your glucose frequently while treating hyperglycemia. You dont
want to over-treat the condition and cause your glucose to drop too low.

1. Check your glucoses result will help you to nd out how much insulin is
needed to return your glucose to your glucose goal.

2. Ifyour glucose is 250 mg/dL or above, check for ketones. If ketones are
present, follow your healthcare provider's guidelines.

3. Ifketones are not present, take a correction bolus as prescribed by your
healthcare provider.

4. Check your glucose agaiar2 hours.
5. Ifglucose has not decreased, do both of the following:

e Take a second bolus by injection, using a sterile syringe. Ask your
healthcare provider whether to inject the same amount of insulin as in

steps.

* Replace the Pod. Use a new vial of insulin to 1l the newé&todontact
your healthcare provider for guidance.

Note: e Omnipod 5 System cannot track insulin that is administered
outside of the system. Consult your healthcare provider about how long to
wait a er manually administering insulin before you start Automated Mode.

6. Ifyoufeel nauseated at any point, check for ketones and contact your
healthcare provider immediately.
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Diabetic Ketoacidosis (DKA)

Warning: DO NOT wait to treat DKAfle untreated, DKA can quickly
lead to breathig di culties, shock, coma, or death.

Pods use rapid-acting insulin, which has a shorter duration than long-acting
insulin, so you have no long-acting insulin in your body when using the

Omnipod 5 System. If insulin delivery from the Pod is interrupted (a blockage or
occlusion), your glucose can rise rapidly and lead to diabetic ketoacidosis (DKA).
DKA is a serious—but preventable—emergency that can occur if high glucose is
not resolved, in times of illness, or when there is not enough insulin working in
your body.

Symptoms of DKA

* Nausea and vomiting

e Abdominal pain

» Dehydration

e Fruity-smelling breath

e Dry skin or tongue

» Drowsiness

* Rapid pulse

e Labored breathing

e symptoms of DKA are much like those of the u. Before assuming you have
the u, check your glucose and check for ketones to rule out DKA.

To avoid DKA

e easiest and most reliable way to avoid DKA is by checking your glucose at
least 4—6 times a day. Routine checks allow you to identify and treat high glucose
before DKA develops.

To treat DKA

»  Once you have begun treatment for high glucose, check for ketones. Check
for ketones any time your glucose is 250 mgrdibove.

» Ifketones are negative or trace, continue treating for high glucose.

» Ifketones are positive and you are feeling nauseated or ill, immediately
contact your healthcare provider for guidance.

» Ifketones are positive but you are not feeling nauseated or ill, replace the Pod
using a new vial of insulin.
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e Check your glucose agaiare hours. If your glucose has not declined or if
your ketone levels have risen or remain elevated, immediately contact your
healthcare provider for guidance.

15.5. Handling Special Situations

Sick Days

Any physical or emotional stress can cause your glucose to rise, and illness is
physical stress. Your healthcare provider can help you make a plan for sick days.
e following are only general guidelines.

When you are ill, check your glucose more o en to avoid DKA. e symptoms of
DKA are much like those of the u. Before assuming you have the u, check your
glucose to rule out DKA (see "To Treat Hyperglycemia (High Glucose)" on page
222).

To handle sick days:
» Treatthe underlying illness to promote faster recovery.

e Eatasnormally as you can. Your body still needs carbohydrates and insulin
for energy.

*  Adjust bolus doses, if necessary, to match changes in meals and snacks.

e 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 glucose every 2 hours and keep careful records of results.

e Check for ketones when your glucose is 250 mg/dL or higher, and/or when
you are feeling ill, as ketones can also be present when glucose is in range
during illness.

»  Follow your healthcare provider’s guidelines for taking additional insulin on
sick days.

e Drink plenty of uids to avoid dehydration.
» Contact your healthcare provider if symptoms persist.

Exercising, Playing Sports, or Working Hard

Check your glucose before, during, and a er exercising, playing sports, or doing
unusually hard physical labor.
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e 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 healthc:
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
0, consider removing the Pod and placing a new one in a more protected
location.

Make sure to check your glucose before removing the Poeeagying a
new one. Pods are designed for one-time use. Do not attempt to reapply a Pod tha
has been removed.

If you will need to remove the Pod for more than one hour, ask your healthcare
provider to recommend appropriate guidelines.

X-rays,MRIs, and CT Scans

Warning: Device components including the Pod, CGM transmitter, and
CGM sensor may beesated by strong radiation or magnetic elds. Device
components must be removed (and the Pod and CGM sensor should

be disposed of) before X-ray, Magnetic Resonance Imaging (MRI), or

Computed Tomography (CT) scan (or any similar test or procedure). In
addition, the Controller and smartphone should be placed outside of the
procedure room. Exposure to X-ray, MRI, or CT, treatment can damage
these components. Check with your healthcare provider on Pod removal
guidelines.

e Pod and Controllercan tolerate common electromagnetic and electrostatic
elds, including airport security and cellular phones.

Surgery or Hospitalization

For scheduled surgeries or hospitalization, you should tell the physician/surgeon
or hospital sta about your Pod. It may be necessary to remove it for certain
procedures or treatments. Remember to replace the basal insulin that was missec
while the Pod was removed. Your healthcare provider can help you prepare for
these situations.
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Important Safety Information
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SmartBolus Calculator Important
Safety Information

level to yar de ned Target Glucose,
Smar.tBqus Calculator severe hypoglycemia or hyperglycemia
Warnings may still occur.

Warning: AVOID changing your If your CGM values do not match your
SmartBolus Calculator settings beforesymptoms, ALWAYS check your blood

consulting with your healthcare glucose using a BG meter, consider
provider. Incorrect changes could treatment and/or CGM sensor
result in over-delivery or under- calibration if necessary. ALWAYS

delivery of insulin, which canlead  switch to Manual Mode if you feel you
to hypoglycemia or hyperglycemia.  are receiving inaccurate CGM values.
Settings that impact bolus calculations
mainly include: Max Bolus, Minimum *
Glucose for Calculations, Correct
Above, Correction Factor(s), Insulin to
Carb (IC) ratio(s), Duration of Insulin
Action, and Target Glucose.

Warning: ALWAYS check your
glucose frequently when you use the
extended bolus function to avoid
hypoglycemia or hyperglycemia.

Warning: AVOID entering a blood
glucose reading that is older than 10
minutes. If you use a reading older
than 10 minutes, the bolus calculator
could calculate and recommend an
incorrect dose, which could result in
over-delivery or under-delivery of Warning: Do NOT use Omnipod 5
insulin. is can lead to hypoglycemia System if you are taking hydroxyurea,
or hyperglycemia. a medication used in the treatment of

T diseases including cancer and sickle
Warning: ALWAYS be aware of ;
your current CGM value, trust how cell anemia. Your Dexcom G6 CGM

your body feels, and do notignore readings could be falsely elevated and

symptoms of high and low glucose cogld result in over-delivery of insulin _
Even though insulin delivery adjusté which can lead to severe hypoglycemia.

automatically in Automated Mode
with the goal of bringing your glucose

Erroneously high CGM values can
cause excessive insulin delivery,
leading to severe hypoglycemia,
seizure, loss of consciousness or
death.

Erroneously low CGM

values can cause prolonged
insulin suspension leading to
hyperglycemia, DKA, or death.

If you are having symptoms that are
not consistent with your blood glucose
readings and you have followed all
instructions described in this User
Guide, contact your healthcare
provider.
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SmartBolus Calculator
Precautions

Caution: ALWAYS check your glucose
prior to delivering a bolus so you are
better informed on how much to take.
Delivering a bolus without checking
your glucose could result in the over-
delivery or under-delivery of insulin,
which can lead to hypoglycemia or
hyperglycemia.

Caution: DO NOT navigate away

from the Omnipod 5 App while you

are in the process of making changes
to your insulin delivery settings. If you
leave the App before you are able to
save the setting change and before the
App is able to put the setting change
into e ect, the system will continue

to use your last saved settings. As a
result, you may continue with therapy
settings that you did not intend. If you
are unsure about whether your changes
were saved, review your settings.
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16.1. Delivering a Manual Bolus

In certain situations, you may decide to deliver a manual bolus. A manual bolus
is a bolus that you have calculated without the help of the SmartBolus Galculat
You can use manual boluses when the SmartBolus Calculator is temporarily
disabled or when you choose not to use the SmartBolus Calculator. Consult your
healthcare provider for instructions about how to calculate a bolus.

You can extend some or all of a manual bolus in Manual Mode.

When delivering a manual bolus, the Omnipod 5 System does not adjust the bolus
amount based on your glucose value, carbohydrates being consumed, or IOB as it
does when the SmartBolus Calculator is used.

Note: Any bolus delivered by you will be considered as I0B and may impact
automated insulin delivery in Automated Mode. Current glucose values will
continue to be considered in Automated Mode and may impact automated
insulin delivery.

A bolus cannot be greater than your Maximum Bolus setting. See "Note: e
Extended Bolus feature can only be used in Manual Mode. All other therapy
settings are used similarly in both Manual and Automated Modes." aP5fiage

To deliver a manual bolus:

On the Home screen, tap the Bolus butta) §.

Tap theTotal Bolus eld and enter the bolus amount.
Tap Done.

To deliver the entire bolus immediately, @ONFIRM
Review the bolus details on the Con rm Bolus screen.
6. Tap STARTo begin the bolus.

e bolus amount and bolus details are stored in your history records. e Home
screen tracks the delivery of an immediate or extended bolus.

ok~ DN RE
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16.2. Delivering 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 cover the carbohydrates in a meal anc
or bring down a high glucose.

You have the option of delivering the entire bolus at once. is is referred to as

an "immediate bolus" or, simply, a "bolus." In Manual Mode, you can also spread
out the delivery of all or part of a meal bolus so that it is delivered steadily over a
spei ed period of time. is is referred to as an "extended bolus."

5.0 —
Bolus

4.0+ (immediate)
73:/ 3.0—|Basal Program Extended
kel bolus
.é 2.0 /
£ 1.0
>
(%)
£ 0

Midnight 6am Noon 6 pm Midnight

You may want to extend a bolus if your meal contains high-fat or high-protein
foods. ese foods slow down digestion and therefore slow down the post-meal
rise in your glucose.
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16.3. Tracking the Progress of a Bolus

During a bolus, the Home screen displayjigi
progress bar.

% % W 9:41PM

Immediate bolus progress Delivering Bolus

During an immediate bolus, the Home
screen displaydzelivering Bolusnessage
along with a progress bar and details.

. - . - i i
An estimate of the IOB is displayed in the  ——
lower le of the screen. CANCEL

Approx. 1.8 U of 2.45 U delivered

If IOB is unavailable, then the amount of
last completed bolus is displayed in the Ig
le of the screen.

Note: You cannot navigate within the INSULIN ON BOARD CGM INFO
Omnipod 5 App during an immediate bol 0
121

mg/dL

Note: Look for the progress bar to con rn
the bolus delivery has started before
navigating away from the Omnipod 5 Ap|

Units
VIEW GRAPH

To cancel a bolus, see "16.4. Canceling &
Bolus in Progress"” on patih

Extended bolus progress

# 0% @ 9471 PM

Manual

During an extended bolus, the Home = »
screen'®ASHBOARIMD displays a i
Delivering Extended Bolusiessage along oasHsoaro  insuLin POD INFO
with a progress bar and other details.

. - . Delivering Extended Bolus
An estimate of the IOB is displayed in the

lower le of the screen. Approx. 2.65 U of 3.3 U delivered

If IOB is unavailable, then the amount of (IEREIEEIRUREE R om)
last completed bolus is displayed in the QSRS K
le of the screen. CANCEL

Note: You can still navigate within the
Omnipod 5 App during an extended bolu

but some functions will be unavailable ur] NSVt 0N EBOARD CGMINFO
the bolus is complete. [0 1210
Unless you cancel the bolus, the Pod will : mo/dL
nish delivering a bolus whether or not it one VIEW GRAPH

is in range of the Controller or smartphon
running your Omnipod 5 App. To cancel
a bolus, see "16.4. Canceling a Bolus in
Progressih the next section.
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16.4. Canceling a Bolus in Progress

When an immediate bolus is in progress, you must cancel it or allawshto
before performing any other action.

During an extended bolus, you can use your Omnipod 5 System normally, except
that the Bolus button will be disabled (grayed out), preventing you from delivering
an additional bolus. You have the options to:

e Cancelthe bolus.
e Cancel the bolus in progress and then deliver another bolus.

If you get a communication error message when canceling a bdlEsi@ee
when canceling a bolus” on page

Cancela bolus
Tocancel an immediate extendedbolus:

1. Onthe Home screen (immediate bolus) or the Home scie&$s$iBOARD
tab (extended bolus), tapANCEL

2. TapYESo con rm canceling the bolus. e Pod beeps to con rm that the
bolus is canceled.

Tip: To see how much insulin was delivered from a bolus, geia button (
= ) >History Detail > Summarfzor more information, see "Immediate and
extended boluses" on pdge

Deliver a new bolus before an extended bolus has ended
To deliver a bolus while an extended bolus is in progress:

1. Cancelthe extended bolus as described in the previous procedure, "Cancel a
bolus."

2. Find out how much insulin was remaining (not delivered) from the canceled
bolus. You can nd bolus detaild\énu button (=) >History Detail >
Summary

3. Fromthe Bolus screen, enter the carbs and glucassg @G
information.

4. Optional: take into consideration the amount remaining from the canceled
bolus and add the amount in the Total Bolus eld.

5. Checkif the amount entered in the Total Bolus eld is correct. entap
CONFIRM

6. Tap START
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16 Delivering a Bolus

16.5. Reminder Settings

Reminder ndtcations bring attention to various actions you may want to
perform. See "13.11. Reminder Noti cations List" on p@gend'13.3. Sounds
and Vibrations" on pads7.

CheckBG AfterBolus

Turn ON the Check BGex Bolus reminder if you want a reminder to check
your glucose a er you deliver a bolus. If BG reminders are ON, you can de ne the
timing of the BG reminder at the time you give a bolus.

To enable BG reminders:
1. Navigate toMenu button(= ) >Settings >Reminders

2. TaptheCheck BG after Boltisggle to enable or disable the Check BG a er
Bolus reminder.

Missed Bolus

If a meal bolus or a manual bolus is not delivered during the Missed Bolus time
period, the Omnipod 5 System will generate the Missed Bolus reminder. You can
set time intervals from 30 minutes to 4 hours. You can set up to 6 Missed Bolus
reminders per day.

Note: e Missed Bolus reminder toggle must be set to ON in order to add, edit,
or delete Missed Bolus reminders.

Enable or disable all Missed Bolus reminders

To enable or disable the Missed Bolus reminders:

1. Navigate toMenu button(=) >Settings >Reminders

2. TaptheMissed Bolutoggle to enable or disable all Missed Bolus reminders.

If you disable these reminders, the Omnipod 5 App saves any previously set
reminders for later use.

Enable or disable a single Missed Bolus reminder
To turn an individual Missed Bolus remind@N or OFF
1. Navigate toMenu button (= ) >Settings >Reminders>Missed Bolus

2. Tapthe toggle nextto an individual Missed Bolus reminder to O ar
OFFE
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Add a new Missed Bolus reminder

To add a new Missed Bolus reminder:

1.
2.

4,

5.
6.

Navigate toMenu button (= ) >Settings >Reminders Missed Bolus
TapAdd Reminder

e Add Remindeibutton does not appear if Missed Bolus reminders are
disabled.

Tap the toggle to sel&tingle Remindeor Recurring Reminder

» For single reminders, tap tReminder dateeld and select the date for
the reminder.

» Forrecurring reminders, specify the days of the week for the reminder by
tapping the boxes next to the desired days. A selected box has a checkmal
init.

Tap theNo bolus between eld and select the start of the Missed Bolus time

interval.

Tap the next eld and select the end of the time interval.

TapSAVE

Edit a Missed Bolus reminder

To edit a Missed Bolus reminder:

1.
2.
3.

4.

Navigate toMenu button (= ) >Settings >Reminders>Missed Bolus
Tap the name of the reminder you would like to edit.

Make the desired changes to the frequency, day(s), or interval start or end
time.

TapSAVE

Delete a Missed Bolus reminder

To delete a Missed Bolus reminder:

1

2.
3.
4

Navigate toMenu button (= ) >Settings >Reminders>Missed Bolus
Tap the name of the reminder you would like to delete.

TapDELETE

TapYESo con rm the deletion.
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17 Delivering a Bolus with the SmartBolus Calculator

17.1. About the SmartBolus Calculator

A bolus is a dose of insulin taken to cover carbohydrates in a meal, drink, or snack
(ameal bolus) or to correct elevated glucose (a correction bolus). e SmartBolus
Calculator calculates a suggested bolus amount of insulin to bring down high
glucose (a correction bolus) and/or to cover carbohydrates in a meal (a meal
bolus).

Compatible Devices for Use with the SmartBolus Calculator

Device Type Device Manufacturer | Brand Name

Blood Glucose Meter All FDA-cleared blood glucose meters

iICGM Dexcom Dexcom G6 Continuous
Glucose Monitor

Alternate Controller Insulet Corporation Omnipod 5 ACE Pump

Enabled Insulin Pump (Pod)

(Insulin Pump)

Interoperable Insulet Corporation SmartAdjust technology

Automated Glycemic

Controller sovare

(Automated Insulin
Delivery So ware)

About Correction Boluses and Meal Boluses

If you enter a blood glucose reading or CGM value that is above target, but enter
no carbs, a correction bolus is calculated. If you enter carbs, but not a blood
glucose reading or CGM value, a meal bolus is calculated. If you enter both a
blood glucose reading or CGM value and carbs, both factors are used to calculate
a suggested bolus.

Value Entered Type of Bolus
Blood Glucose Reading ~ Carbohydrates Calculated
or CGM Value Above
Target

Correction bolus
Meal bolus
Combined suggested
bolus
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About Using a CGM Value with Trend

Your CGM trend is based on the recent pattern of glucose changes. If you use
your CGM value, your CGM value and trend will be used to calculate a suggested
bolus amount. e CGM value and trend will be used along with your Correction
Factor to determine the correction portion of your bolus. e SmartBolus

Calculator will use the CGM trend to adjust the correction bolus amount.

When CGM Values are... e SmartBolus Calculator tries
to keep glucose within target range
and...

Trending up (increasing) Adds more insulin to the correction
bolus.

Trending down (decreasing) Subtracts insulin from the corregtion
bolus.

Steady No adjustment to the correction
bolus.

Additional information

You may choose to accept or changerthl recommendation before the bolus is
delivered.

A er opening the SmartBolus Calculator, bolus delivery must be initiated within

5 minutes or values will need to be refreshed. If more than 5 minutes pass, you wil
see a message that values have expiréClOTpINUEb refresh the SmartBolus
Calculator, then enter or use your current values.

To change your personal settings used by the SmartBolus Calculator, see
"SmartBolus Calculator Settings" on [24fe

Note: To use the SmartBolus Calculator, the Omnipod 5 App and the Pod must
be communicating. If there is no Omnipod 5 App to Pod communication, you
will be prompted to re-establish a Pod connection. To nd out what to do when
yourOmnipod 5 App and Pod have a communication issuéi-segiently

Asked Questions and Troubleshooting” on [3&%e

Caution: DO NOT navigate away from the Omnipod 5 App while you are
in the process of making changes to your insulin delivery settings. If you|leave
the App before you are able to save the setting change and before the App is
able to put the setting change into e ect, the system will continue to use your
last saved settings. As a result, you may continue with therapy settings that
you did not intend. If you are unsure about whether your changes were saved,
review your settings.

Tip: If you already know the number of units for the bolus you want to deliver, tap
Total BolusEnter the bolus amount and @pne. en go to "17.6. Delivering
an Immediate Bolus" on pagh
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17 Delivering a Bolus with the SmartBolus Calculator

17.

To enter carbohydrates, or "carbs," for your
meal:

1.

2. Entering Meal Information

On the Home screen, tap the Bolus buttor

(@)

Note: e Bolus screen is only valid for 5
minutes. Aer 5 minutes, if bolus delivery
has not started, you must refresh and re-
enter new values.

Tap theCarbseld. Enter the grams of
carbs and tapone.

Note: Consult your healthcare provider
about how to calculate the grams of carbs

Review the suggested meal bolus, which
shown below the grams of carbs.

Optional: tagCALCULATIONG see the

& % 00% m %41 PM

<  Bolus

1l Carbs

0 g

Meal Bolus: O U
® Glucose USE CEM

mag/dL

Correction Bolus: 0 U

Total Bolus CALCULATIONS

0 0

I0Eaf1 1)

CANCEL

details of the bolus calculations.

17.3. Entering a Blood Glucose Reading or Using a CGM
Value

e SmartBolus Calculator uses your glucose information to calculate a
correction portion of your bolus. e following sections describe how to give the
SmartBolus Calculator your glucose information by either manually entering a
blood glucose reading or by obtaining and using the current CGM value.

Note: e SmartBolus Calculator can generate a suggested bolus dose based on
the carbohydrates in a meal and the blood glucose reading, or CGM value with

trend. Entering a recent blood glucose reading or using a CGM value with trend
can help with safety and accuracy.

Manually Enter Your Blood Glucose Reading

Warning: AVOID entering a blood glucose reading that is older than 10
minutes. If you use a reading older than 10 minutes, the bolus calculator could
calculate and recommend an incorrect dose, which could result in over-delivery
or under-delivery of insulin. is can lead to hypoglycemia or hyperglycemig.
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Delivering a Bolus with the SmartBolus Calculator 17

To enter a blood glucose reading:
1. TaptheGlucoseeld.

If you have manually entered a blood glucose reading from a meter within the
past 10 minutes, that value automatically appears in the Glucose eld. If you
want the SmartBolus Calculator to use that value, skip the next step.

2. Tapthe boxin the circle and enter the blood glucose reading. Alternatively,
slide the indicator along the circle to enter the blood glucose reading.

For the meaning of the colors displayed on the Enter Glucose screen, see
"How Blood Glucose Readings are Displayed"” orlfd@ge

Optional: To tag the blood glucose readingA2ap TAGEnd tap a tag. Tap
again to deselect a tag. You can add up to four tags.

3. Tap ADD TO CALCULATOE&RSmartBolus Calculator screen appears.

4. Review the suggested correction bolus, which is shown below the blood
glucose reading. e correction bolus has been adjusted for any insulin on
board (IOB) (see "SmartBolus Calculator Rules" or2gdgye

Import and Use CGM Value

Warning: ALWAYS be aware of your current CGM value, trust how your
body feels, and do not ignore symptoms of high and low glucose. Even

though insulin delivery adjusts automatically in Automated Mode with th
goal of bringing your glucose level to your de ned Target Glucose, severe
hypoglycemia or hyperglycemia may still occur.

m

If your CGM values do not match your symptoms, ALWAYS check your
blood glucose using a BG meter, consider treatment and/or CGM sensor
calibration if necessary. ALWAYS switch to Manual Mode if you feel you are
receiving inaccurate CGM values.

»  Erroneously high CGM values can cause excessive insulin delivery,
leading to severe hypoglycemia, seizure, loss of consciousness or death.

e Erroneously low CGM values can cause prolonged insulin suspension
leading to hyperglycemia, DKA, or death.

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

Ifa CGM is connected, you can use the current CGM value and trend in both
Manual and Automated Modes:

% TapUSE CGM
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17 Delivering a Bolus with the SmartBolus Calculator

If the current CGM value is belowetile ned Minimum Glucose for Calculations
setting, you will see a message that the SmartBolus Calculator is tfifabled.
CGM value displays "HIGH", the SmartBolus Calculator is temporarily disabled.

Note: If your Omnipod 5 System does not have a valid CGM value or trend at the
time you open the SmartBolus Calculator,Ui8& CGldption is disabled.

Tip: If you want to replace the CGM value with a blood glucose reading, tap the
CGM eld. See "Manually Enter Your Blood Glucose Reading" o@4iage

17.4. Insulin On Board (IOB)

Insulin on board, also known as IOB or active insulin, is the amount of insulin
that is still "active" in the body from a previous bolus or from automated insulin
delivery.

e SmartBolus Calculator considers the current IOB when calculating a
suggested bolus. Insulin on board may come from:

* Meal IOB - from previous meal boluses.

e Correction IOB - can be from previous correction boluses or from automated
insulin deliveries.

For more information, see "SmartBolus Calculator Rules" o2 @4ged
"SmartBolus Calculator Equations” on 2&fe

In certain circumstances you may decide to enter only carbs or the bolus amount
into the SmartBolus Calculator. is may be desired if you want to only bolus for
carbs using your programmed insulin to carbohydrate ratio, or you want to deliver
an amount of insulin based on your own estimate. If entering only carbs or a bolus
amount without a glucose value, I0B is not subtracted from your suggested bolus
dose as the calculator is not able to adjust the bolus dose if your glucose value is
not known. If you want IOB to be considered, enter a glucose value. Hereis an
example to demonstrate when you may choose to enter only the carb or bolus
amount into the SmartBolus Calculator.

Example: You are about to have lunch and you are unsure of how much you will
eat. To avoid taking too much insulin, you deliver a meal and correction bolus
based on the carbs you know you will eat and your glucose value. A er delivering
the bolus and eating the rst portion, you decide you want to nish the remaining
portion. Since you already delivered a correction with the previous bolus, and you
know glucose values are on the rise, you decide to deliver a second bolus for only
the remaining carbs in your meal and not enter another glucose value.
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17.5. Adjustments to Your Calculation

A suggested meal bolus that is calculated using your Insulin to Carb (IC) Ratio
may be further adjusted for other values entered into and used by the SmartBolus
Calculator, including: blood glucose readings, CGM value and trend, and/or I0B.
ese adjustments can be for the following:

e Insulin on board — either meal or correction |IOB

* Reverse correction, if this feature is turned ON and your glucose is below
your Target Glucose

* Blood glucose reading, if manually entered
* CGMvalue and trend (see "19.5. CGM Trend Arrows" or2d@ge

17.6. Delivering an Immediate Bolus

e Total Bolu s eld shows the proposed bolus. e amount of any IOB
adjustment appears below the Total Bolus eld.

Note: e EXTEND BOLUBtion is available during meal bolus entry when the
system is in Manual Mode and the extended bolus setting is ON.

To review and deliver the immediate bolus:
1. Review the suggested bolus.
a. Toadjustit, tap théotal Boluseld and enter a revised bolus.

2. Toreview the speci cs of calculations, GALCULATION®ou may need
to swipe up or down to see all of the calculationsCI&pSEvhen done. See
"SmartBolus Calculator Equations” on [2@jfor details.

3. Todeliver the entire bolus immediately, @ONFIRM
4. Review the bolus details on the Con rm Bolus screen.
5. Optional: Set up a reminder to check your glucose:

a. Tap CREATE BG REMINDER

b. Tap theCheck BG ireld and select the number of hours you want to be
reminded in.

c. Tap SAVE
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6. Review the bolus details on then@m Bolus screen.

& W U0 W 941 PM
&« Confirm Bolus
M Carbs 27y <—+— Grams of carbs
® BG(12:34PM) 192 mg <——— Blood glucose or
CGM value
The total bolus S -I -I
. ola alus U
mc]udes any I0B CALCULATIONS adusted forios of 20 | <<= Adjusted for
adjustments and IOB of x theans
oy
the SmartBolus
you made to the Calculator took IOB
calculated bolus. CREATE BG REMINDER .
into account.
CAMNCEL

7. Tap START0 begin the bolus.

e Home screen tracks the delivery of an immediate or extended bolus (see
"16.3. Tracking the Progress of a Bolus" on3&e

17.7. Delivering an Extended Bolus

Warning: ALWAYS check your glucose ¢ Extended Bolus
frequently when you use the extended
bolus function to avoid hypoglycemia or Mo Eterciad
hyperglycemia. 45 % 95 *
al ou
Note: You can extend a bolus only while in bt
Manual Mode. (05 t08hrs)
To review, extend and deliver the bolus: 1.5
1. Review the suggested bolus.
a. Toadjustit, tap thdotal Bolus eld and
enter a revised bolus. ToealBoke 2.95,
eal Bolus 22
2. Toreview the speci cs of calculations, tap '(;ﬂorrleit1:)n Bolus o750
CALCULATION®ou may need to swipe
up or down to see all of the calculations. Tay_“" ol
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CLOSEwvhen done. See "SmartBolus Calculator Equations” d2G3foe
details.

3. TapEXTEND BOLUS
4. TaptheNow eld and enter the percentage of the bolus to be delivered
immediately. Alternatively, tap tHextended eld and enter the percentage
to be extended.
e number of units to be delivered now and over the extended period
appear below the percentage (%).
Note: You can extend only the meal portion of the bolus. A correction
portion of the bolus, if any, is always delivered immediately.
5. TaptheDuration eld and enter the duration for the extended portion of the
bolus.
6. Tap CONFINI.
e extended bolus screen shows how much of the bolus will be delivered
immediately and how much will be extended.
7. Review the bolus details on the Con rm Bolus screen.
< Confirm Bolus
1 Carbs 27 g
® BG (12:34 PM) 172 mgrdL
Bolus Now 45 » <«——— % ofmeal bolus
The entire CONMection—st goreon ou to be given
.bOIUS IS. delivered Bolus Extended 55 % (1.5 nrs) immediately
immediately. Meal: 3 U
— % ofmeal bolus
to be given over
Only the meal bolus the extended
can be extended. Total Bolus 2.95, period
CALCULATIONS Adjusted for (OB of 0 U
CREATE BG REMIMDER
CANCEL

8.

Review the bolus details, then 8pARTo begin the bolus.
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17.8. Bolus Settings

Warning: DO NOT start to use your system or change your settings witk
adequate training and guidance from your healthcare provider. Initiating
adjusting settings incorrectly can result in over-delivery or under-delivery
insulin, which could lead to hypoglycemia or hyperglycemia. Settings th
impact insulin delivery mainly include: Pod Shut-O , basal rate(s), Max

Basal Rate, Max Bolus, Correction Factor(s), Insulin to Carb (IC) Ratio(s
Minimum Glucose for Calculations, Target Glucose and Correct Above,
Duration of Insulin Action.

nout

and
of

at

5),

and

ese settings allow you to change your Maximum Bolus, extended bolus, and
SmartBolus Calculator settings.

Impacts to Suggested Bolus Calculations

e following table describes what each SmartBolus Calculator setting does, how
you can adjust them and how they are used to calculate a suggested bolus.

(1 mg/dL increments)

decreases amount of

Omnipod 5 Setting and| How to Enter the Impacts to Suggested
Range Setting Bolus Calculations
Carbs (grams) Enterin SmartBolus | Increase in carb amount
01-225¢ Calculator value increases amount
T of suggested bolus dosg.
(0.1gincrements) Decrease in carb amount
value decreases amount
of suggested bolus dosg.
CGM Value (mg/dL) | Selectse CGMiithin Increase in CGM
40 — 400 mg/dL SmartBolus Calculator ?)/faélaz g]:;feadssglﬁrsngggi
: (Value comes from you ~
(1 mg/dL increments) connected CGM) Decrease in CGM
Value decreases amount
of suggested bolus dosg.
Blood Glucose Enterin Increase in BG Reading
Reading (mg/dL) SmartBolus Calculator | increases amount of
20-600 mg/dL (Value comes from you suggested bolus dose.
blood glucose meter) | Decrease in BG Reading

suggested bolus dose.
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Omnipod 5 Setting and| How to Enter the Impacts to Suggested
Range Setting Bolus Calculations
Maximum Bolus Enter in Omnipod 5 Limits amount of single
0.05—30 U App Settings or during | bolus dose.

First Time Setup
(0.05 U increments)
Extended Bolus Enter in Omnipod 5 Allows for bolus delivery

(Manual Mode only)
ON/OFF

App Settings or during
First Time Setup

over a user-selected
period of time .

Target Glucose &
Correct Above

Target Glucose: 110 —

Enter in Omnipod 5
App Settings or during
First Time Setup

Increase in setting
value decreases amou
of suggested bolus dos

)

150 mg/dL Decrease in setting

Correct Above: 110 - v?lue mcrizajgs lamguni

200 mg/dL of suggested bolus dose.

(10 mg/dL increments,

up to 8 segments/day)

Minimum Glucose for | Enter in Omnipod 5 Disables SmartBolus

Calculations App Settings _Calculator when glucose

50— 70 mg/dL is at or below setting
value.

(1 mg/dL increments)

Insulin to Carb Ratio
1-150¢g

(0.1 gincrements, up to
segments/day)

Enter in Omnipod 5
App Settings or during
First Time Setup

8

Increase in setting
value decreases amou
of suggested bolus dos

)

Decrease in setting
value increases amount
of suggested bolus dos

D

Correction Factor

Enter in Omnipod 5

Increase in setting

)

¢

_ App Settings or during | value decreases amou
1-400 mg/dL First Time Setup of suggested bolus dos
(1 mg/dL increments, up . .
to 8 segments/day) Decre_ase in setting

value increases amount

of suggested bolus dos
Reverse Correction Enter in Omnipod 5 If “On,” suggested bolus
ON/OFE App Settings is decreased when

glucose is below Target
Glucose value.
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Omnipod 5 Setting and| How to Enter the Impacts to Suggested

Range Setting Bolus Calculations

Duration of Insulin Enter in Omnipod 5 Increase in setting valug

Action App St_attings or during | may decrease amount of

2 _ 6 hours First Time Setup suggested_ bolus dose for
longer periods.

(0.5 hour increments)

Note: e Extended Bolus feature can only be used in Manual Mode. All other
therapy settings are used similarly in both Manual and Automated Modes.

Maximum Bolus

e Maximum Bolus setting de nes the upper limit for a bolus. e SmartBolus
Calculator prevents you from entering a bolus over this amount. It also prevents
you from entering a carb amount that will cause your calculated bolus to exceed
this amount. e largest allowed value of the Maximum Bolus is 30 units.

To change your Maximum Bolus:

1. Navigate toMenu button (=) >Settings >Bolus>Maximum Bolus
2. TaptheMax Boluseld and enter the new Maximum Bolus value.

3. TapSAVE

Extended Bolus

An extended bolus is delivered over a user speci ed period of time. Only the
meal portion of a bolus can be extended. A correction bolus cannot be extended.
To turn OFFthe extended bolus feature or to change your extended bolus

con guration:

1. Navigate toMenu button (=) >Settings >Bolus

2. Tapthe toggle next Eextended Bolugo turnON or OFFthe ability to
extend a bolus.

SmartBolus Calculator Settings

is section describes how to adjust the settings used by the SmartBolus
Calculator to calculate meal and correction boluses.

Tip: Write a list of all of the desired settings and segments to guide you through
re-entering the values for each segment.

Target Glucose andCorrect Above

In both Automated and Manual Mode, the SmartBolus Calculator aims to bring
your glucose to your Target Glucose. However, the SmartBolus Calculator only
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calculates a correction bolus if your glucose is above your Correct Above setting.
In Automated Mode, the Omnipod 5 System will adjust your automated insulin
delivery with the goal of bringing you to your Target Glucose.

To edit Target Glucose or Correct Above values:

1. Navigate toMenu button (=) >Settings >Bolus > Target Glucose &
Correct Above

2. TapNEXT
To edit a segment, tap the row containing the segment you want to edit.
a. Tap theEnd Timeeld to enter a new end time.
b. Tap theTarget Glucoseeld to enter a newarget Glucose
c. TaptheCorrect Aboveeld to enter a nevZorrect Abovevalue.
d. TapNEXT
4. Repeatthe previous step as needed for the remaining segments.
5. Aerconrming that all segments are correct, 8AVE
Note: You can add and delete segments by editing the existing segments.
Minimum Glucose for Calculations

Your Minimum Glucose for Calculations is used to prevent you from delivering
a bolus when your glucose is too low. If your glucose is below your Minimum
Glucose for Calculations, the SmartBolus Calculator is disabled and does not
calculate a bolus. To edit this value:

1. Navigate toMenu button (= ) >Settings >Bolus>Minimum Glucose
for Calculations

2. Tap theMinimum Glucose for Calculationsld and enter the desired value.
3. TapSAVE
Insulin to Carb Ratio (IC Ratio)

e Insulin-to-Carbohydrate ratio (IC Ratio) de nes how many grams of
carbohydrates are covered by one unit of insulin. e SmartBolus Calculator
uses your IC Ratio to calculate a meal bolus when you are going to eat. To edit this

value:
1. Navigate toMenu button (=) >Settings > Bolus Insulin to Carb Ratio
2. TapNEXT

3. Toedita segment, tap the row containing the segment you want to edit.
a. Tap theEnd Timeeld to enter a new end time.
b. Tap thel Unit of Insulin Covergld and enter a new IC Ratio.
c. TapNEXT
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4. Repeat the previous step as needed for the remaining segments.

5. Aercon rming that all segments are correct, BAVE

Note: You can add and delete segments by editing the existing segments.
Correction Factor

e SmartBolus Calculator uses your Correction Factor to calculate a correction
bolus when your glucose is above your Correct Above setting. See "Target Glucose
and Correct Above" on paggQ To edit this value:

1. Navigate toMenu button (=) >Settings >Bolus>Correction Factar

2. TapNEXT

3. Toedita segment, tap the row containing the segment you want to edit.
a. Tap theEnd Timeeld to enter a new end time.

b. Tap thel Unit of Insulin lowers glucose bgld and enter a new
Correction Factor.

c. TapNEXT
4. Repeatthe previous step as needed for the remaining segments.
5. Aerconrming that all segments are correct, 8AVE
Note: You can add and delete segments by editing the existing segments.
Reverse Correction

e Reverse Correction setting determines how the SmartBolus Calculator
handles meal boluses when your glucose is below your Target Glucose.

To turn Reverse Correcti@N or OFF
1. Navigate toMenu button (=) >Settings >Bolus
2. Tapthe toggle on tiReverse Correctioline to turn itON or OFF,

Duration of Insulin Action

e SmartBolus Calculator uses your Duration of Insulin Action setting to
calculate the amount of insulin on board (I0B) from a previous bolus. To edit this
value:

1. Navigate to:
Menu button (=) >Settings >Bolus>Duration of Insulin Action

2. Tap theDuration of Insulin Actioneld and enter the new value.
3. TapSAVE

Note: While in Automated Mode, SmartAdjust technology does not use this
Duration of Insulin Action setting to calculate automated basal insulin delivery.
Se€l7.4. Insulin On Board (IOB)" on page.244
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18 Understanding SmartBolus Calculator Calculations

18.1. The SmartBolus Calculator

Your Omnipod 5 System's SmartBolus Calculator can do a lot of the work of
calculating a bolus for you. e SmartBolus Calculator uses your personal settings
and also takes into account any insulin that remains (referred to as insulin on
board or IOB) from automated insulin delivery and from recent boluses.

SmartBolus Calculator Boluses

When calculating a bolus, the SmartBolus Calculator considers a bolus to be made
up of the following two components:

»  Correction bolus Used to lower glucose when it gets too high.
»  Meal bolus Used to cover carbs in a meal.

Extended boluses

When using the SmartBolus Calculator, you can extend some or all of a meal
bolus in Manual Mode, but a correction bolus cannot be extended. A correction
bolus is always delivered immediately. 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

e Omnipod 5 System does not allow you to enter a bolus that is above your
Maximum Bolus setting. If the SmartBolus 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 Batld and enter a revised
bolus.

Controlling the bolus amount

e SmartBolus Calculator is a useful tool, but you have the ultimate control over
the amount of a bolus to be delivere@r#he SmartBolus Calculator suggests

a bolus amount, you can con rm the suggested bolus or increase or decrease
it. Always check théalculationgo con rm the amount of insulin before it is
delivered.
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Understanding SmartBolus Calculator Calculations 18

When the SmartBolus Calculator Does Not Work

e SmartBolus Calculator does not work when it is disabled or when there is no
Pod communication. Being "disabled" means that the SmartBolus Calculator is
temporarily unable to calculate a suggested bolus. Your Omnipod 5 System may
disable the SmartBolus Calculator in a few situations.

Conditions that
disable the SmartBolus
Calculator:

e SmartBolus Calculator
is disabled until:

While the
SmartBolus
Calculator is
disabled:

Your glucose is below
your Minimum Glucose
for Calculations setting

Ten minutes pass.
or

A new glucose reading
is above your Minimum
Glucose for Calculations
setting.

IOB is displayed on
the Home screen.

Your manually-entered
blood glucose reading
greater than 600 mg/dl
or “HI”

Ten minutes pass.

SOI'

A new blood glucose readin
is lower than “HI”

IOB is displayed on
the Home screen.

'9

ere is an uncon rmed
bolus when you discarg
aPod.

A complete Duration of
| Insulin Action period passe

For example, if your duratio
of insulin action is set at “2
hours’, and you receive an
uncon rmed bolus at 8 am
you will be unable to use
the SmartBolus calculator
until 10 am (2 hourser the

IOB is not displayed

N

50N the Home screer

1.

uncon rmed bolus).

Factors Used in the SmartBolus Calculator Calculations

e SmartBolus Calculator accounts for the following when it calculates a bolus:

value is used), Target Glucose, Correct Above threshol@parmdtion

Factor.

Your Minimum Glucose for Calculations.

e carbs you are about to eat or drink and your IC Ratio.
Your Duration of Insulin Action and insulin on board (I0B).

Your current glucose (manually entered or from CGM), CGM trend (if CGM
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18 Understanding SmartBolus Calculator Calculations

¢ Reverse Correction, if it is enabled.

Note: In both Automated and Manual Mode, if using a CGM values and
trend in the Calculator, the SmartBolus Calculator may reduce the suggested
insulin dose, even if your reverse correction setting is OFF.

CGM trend

e CGM trend is used to suggest up to 30% more correction insulin when your
values are rapidly rising, or up to 100% when your values are rapidly falling,
compared to the bolus amount suggested with just a blood glucose reading alone.

Target Glucose

When calculating a correction bolus, the SmartBolus Calculator aims to bring
your glucose down to your Target Glucose.

Correct Above threshold

e SmartBolus Calculator only suggests a correction bolus if your glucose is
above your Correct Above setting. is feature can prevent corrections to glucose
that is only slightly higher than your Target Glucose.

Insulin on board

Insulin on board (IOB) is the amount of insulin still active in your body from basal
insulin delivery and from earlier boluses. IOB from previous correction boluses
is referred to as correction I0B. I0B from previous meal boluses is referred to
as meal I0B. Additionally, in Manual or Automated Modes, the Omnipod 5
algorithm constantly calculates IOB from your basal delivery.

When calculating a new bolus, the SmartBolus Calculator may reduce the
suggested bolus based on the IOB.

Note: e SmartBolus Calculator only subtracts IOB from a suggested bolus if
your current glucose is known. You should always check your glucose prior to
delivering a bolus.

Duration of Insulin Action

e SmartBolus Calculator uses your Duration of Insulin Action setting to
calculate the insulin on board from prior boluses.

e Duration of Insulin Action setting represents the amount of time that insulin
remains "on board" or "active" in your body.

Minimum Glucose for Calculations

e SmartBolus Calculator does not suggest a bolus if your glucose is below your
Minimum Glucose for Calculations level. You can adjust this level down to 50 mg/
dL.
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Understanding SmartBolus Calculator Calculations 18

Reverse Correction

If the Reverse Correction setting is tur@dand your glucose is below your
Target Glucose, the SmartBolus Calculator reduces the meal bolus. is allows
part of the meal to be used to raise the glucose towards the Target Glucose.

If the Reverse Correction setting is tur@der; the SmartBolus Calculator
suggests the full meal bolus even if your glucose is below your Target Glucose.

Note: In Automated Mode, if using a CGM value and trend in the Calculator,
the SmartBolus Calculator may subtract insulin even if your Reverse Correction
setting is OFF in situations with a decreasing CGM trend.

e below table shows how each value is used in the SmartBolus Calculator to
calculate the total bolus volume:

Accepted How does the SmartBolus Calculator uge
Value this value?

Using Omnipod 5 System with an FDA-Cleared Blood Glucose Mete)

Blood Glucose 20-600 [ To calculate total bolus volume.
Reading from a mg/dL | You can enter a blood glucose reading

BG Meter directly into the SmartBolus Calculator. If 5
or more minutes have passed since entgring
the reading, it will expire. Reading saveg
to the Omnipod 5 System history may b
used for up to 10 minutesaentry.

Omnipod 5 Insulin Pump

-

11%

Minimum 50-70 Disables bolus delivery when
Glucose for mg/dL | glucose is below this value.
Calculations You can adjust this value in your Omnip¢d

5 System settings.
Correction 1-400 To calculate total bolus volume.
Factor mg/dL [ You can adjust this value in your Omnip¢d

5 System settings. e value indicates hoyv
much one unit of insulin will lower your
blood glucose.

Correct Above 110-200 | To calculate total bolus volume.
mg/dL | You can adjust this value in your Omnip¢d
5 System settings. e value indicates the)
minimum glucose at which a Correction
Bolus will be included in the total bolus
volume.

Carbohydrates [ 0.1-225 | To calculate total bolus volume.
grams You can enter your Carbohydrates value
directly into the calculator to inform the
Meal Bolus.
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18 Understanding SmartBolus Calculator Calculations

Insulin to Carb 1-150 To calculate total bolus volume.

Ratio grams You can adjust this value in your Omnipgd
5 System settings. e value indicates the)
grams of carbohydrate covered by one unit

of insulin.
Duration of 2-6 To calculate total bolus volume.
Insulin Action hours You can adjust this value in your Omnipgd

5 System settings. e value indicates hoyv
long insulin remais in e ect aer the bolus
has delivered.

Meal I0B Por 0-X To calculate total bolus volume.
tion Units e value is known by the Omnipod 5 Sys
tem and used by the Calculator to indicdte
any previously delivered Meal Boluses that
may still ke in e ect.

Target Glucose |  110-150 | To calculate total bolus volume.
mg/dL | You can adjust this value in your Omnip¢d
5 System settings. In Automated Mode,
basal insulin delivery will be adjusted aufo
matically to bring you towards your Targg
Glucose. e value informs the Correction
Bolus volume.

SmartAdjust™ technology (Automated Mode)

Target Glucose |  110-150 | To calculate total bolus volume.
mg/dL | You can adjust this value in your
Omnipod 5 System settings. In Automat
ed Mode, basal insulin delivery will be
adjusted automatically to bring you towafds
your Target Glucose. e value informs the
Correction Bolus volume.

Correction 10B 0-X To calculate total bolus volume.
Portion Units is value is known by the Omnipod 5
System and used by the Bolus Calculat¢r to
indicate any previously delivered Correc
tion Boluses that may still be in e ect.

Using Omnipod 5 with a compatible iICGM

Glucose Reading ~ 40-400 | To calculate total bolus volume.
CGM mg/dL If you elect to use a CGM, you can seleft

Use CGMiirectly in the Bolus Calculator

As a safety constraint, the Calculator wil

only accept CGM values that are

on trend with previous CGM values.

—
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Understanding SmartBolus Calculator Calculations 18

Boundaries of the SmartBolus Calculator suggestions

e followin g gure shows the boundaries between the types of calculations
performed by the SmartBolus Calculator depending on your glucose. Some
examples of how to read the gure are provided below:

*  When your glucose is between your Target Glucose and your Correct Above
the SmartBolus Calculator calculates a meal bolus only

*  When your CGM value is over 400 mg/dL the value is recorded as “HIGH”
and cannot be used for bolusing.

*  When your blood glucose reading is above 600 mg/dL the reading is
recorded as “HI” and the SmartBolus calculator is disabled.

700—3
1 SmartBolus Calculator disabled above 600 mg/dL
1 SmartBolus Calculator cannot use CGM value:
HIGH
500—
q-) ~~
o0
S
o0& SmartBolus Calculator calculates
meal and correction bolus
300—
200—
Correct Above— J
} SmartBolus Calculator calculates meal bolus
Minimum G|ucose for_ .-..gm.lDH.S.-B?\.{?r%?.g.OH.e.EHQQ.’..I.f..e.ngb.lgg.)...-..-..-
Calculations } SmartBolus Calculator disabled below Minimum
o _IJ GlucoseforCalculations .~ . . ..
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18 Understanding SmartBolus Calculator Calculations

Considerations about SmartBolus Calculator
Recommendations

Keep the following in mind when using the SmartBolus Calculator and reviewing
its recommendations:

e e SmartBolus Calculator uses your SmartBolus Calculator settings for
the time you are requesting a bolus (See "SmartBolus Calculator Settings" on
page250).

* e SmartBolus Calculator refreshes values every 5 minutes. If you do not
start your bolus within 5 minutes of entering the SmartBolus Calculator, the
Omnipod 5 System will need to clear the screen so that it has the latest IOB
and CGM information.

*  When changing time zones, always check your IC Ratio and Correction
Factor settings for the new time to ensure it still meets your body's true insulin
needs.

* e SmartBolus Calculator will suggest doses depending on the carbs you
enter and the glucose at that time. Check the nutritional content of yolsr mea
to ensure the carbs entered is as accurate as possible. Only enter BG readings
that have been obtained with the last 10 minutes or use CGM. ese factors
will make sure that the SmartBolus Calculator suggests a bolus dose that is
suitable for you.

If your CGM value or trend does not match your symptoms or expectations, use a
ngerstick blood glucose reading in the SmartBolus Calculator.

When programming and delivering boluses, always con rm that the values you
enter and the suggested bolus dose you receive are what you intend and align with
what you want at that time. e Omnipod 5 System has features that help with
preventing unintended delivery amounts.

Delivery Limitations Description
Maximum Bolus e SmartBolus Calculator will not deliver boluses
Setting that exceed the Maximum Bolus Setting you ente¢red

(0.05-30 V). For example, if you rarely deliver mpre
than 5 U boluses, and you set the Maximum Bolulis
Setting at 5 U, the system will prevent you from
delivering anything greater than this amount.

Blood Glucose Readinge SmartBolus Calculator will not calculate a
Time Out suggested bolus dose using a blood glucose reading
you entered from the Main Men=) that is older
than 10 minutes. You will need to enter a more
recent blood glucose reading within the SmartBglus
Calculator.
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Understanding SmartBolus Calculator Calculations 18

SmartBolus Calculatof e SmartBolus Calculator considers the values
Time Out you input for a given bolus calculation valid for up
to 5 minutes from initial entry of the value into the|
SmartBolus Calculator. If 5 minutes or more have
elapsed, you will be nied that you must refresh the
SmartBolus Calculator and input the values agaip.

Time Zones e SmartBolus Calculator relies on accurate,
updated insulin delivery history and data logging
from your Omnipod 5 System. If a time zone chapge
is detected by the Controller or smartphone, the
system will notify you. Update time zones on youf
Omnipod 5 App according to your healthcare
provider’s guidance.

Insulin on Board (I0B)

A er abolus is delivered, the amount of insulin that is active in the body decreases
over several hours. e IOB from a bolus decreases based on your de ned
Duration of Insulin Action value within your pro le settings.

When using the SmartBolus Calculator, your Omnipod 5 System may, due to
IOB, decrease your suggested bolus amount to help prevent giving too much
insulin.

Note: You must bring your Controller or smartphone running the Omnipod
5 App near the Pod to get the most recent IOB value on your Omnipod 5 App
Home screen.

Bolus I0OB depletion

e graph below shows the I0B from an 8 unit bolus depleting over the set
Duration of Insulin Action of 4 hours.

8U —
S 6U — 4—1 hr after the bolus: IOB=6 U
% 4U — 4——2 hrs after the bolus: I0B =4 U
2U — 3 hrs after the bolus: IOB=2 U
0
[ I [ I |

5pm  6pm 7pm  8pm 9pm  10pm  1lpm

1

Take 8 U bolus at 6 pm 4 hrs after the bolus,
Duration of Insulin Action setto4 hrs  I0OB has returned to zero
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In the Omnipod 5 System, the correction IOB can also change depending on the
SmartAdjust technology calculations. It can increase or decrease automatically.

Insulin on board (I0B) calculations

Duration of Insulin Action —time since previous bolsprevious bolus

Duration of Insulin Action

IOB from a previous correction bolus is callezbar&ction 0B

IOB from a previous meal bolus is calleshedl IOB”

Correction IOB example

Duration of Insulin Action: 3 hours
Time since previous correction bolus: 1 hour
Previous correction bolus: 3 U

3hours —1houg 3 = 2 Y correction IOB

3 hours
Final IOB shown to you:
2U correction 10B + 1U automatic adjustment = 3U overall |IOB

In other words, one hourex your previous correction bolus, your body has
used up 1 unit from the correction bolus. e remaining 2 units of insulin

are still working in your body to lower glucose. Additionally, the system can
automatically adjust the correction IOB based on its estimate of your insulin
needs. In this example, the automatic adjustment added 1 unit for a total of 3
units working to lower your glucose.

Correction Meal IOB example

Duration of Insulin Action: 3 hours
Time since previous meal bolus: 2 hours
Previous meal bolus: 4.5 U

3hours=2hour§ 45y = 1.5Umeal IOB

3 hours
In other words, two hours a er your previous meal bolus, your body has used
up 3 units from the meal bolus. e remaining 1.5 units of insulin are still in
your body, working to cover your meal.
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Understanding SmartBolus Calculator Calculations 18

SmartBolus Calculator Equations

e SmartBolus Calculata rst calculates a preliminary correction and meal
bolus. It adjusts these values for IOB, if necessary. It then suggests a nal total bolu
that includes the adjusted correction bolus and meal bolus.

Note: Your adjustments from the CGM trend can add or subtract insulin from
the correction and/or the meal portion.

Preliminary correction bolus = _Current BG or CGM - Target Glucose
Correction Factor

Example Current BG or CGM: 200 mg/dL, Target Glucose: 150 mg/dL
Correction Factor (CF):06

200 mg/dL — 150 mg/dL = 1 U prelim. correction bolus
50

. _ Carb intake
Prefiminary meal bolus = e i to-Carb (IC) ratio

Example Carb intake: 45 grams of carb, IC ratio: 15

% = 3 U prelim. meal bolus

Correction bolus= (prelim. correction bolus - meal IOB) - correction |OB

e meal IOB is subtracted rst. If the preliminary correction bolus is still
above zero, then the correction IOB is subtracted.

Meal bolus= prelim. meal bolus - remaining correction I0B

Meal IOB is never subtracted from a meal bolus. Only a remaining correction
IOB is subtracted from a meal bolus.

Calculated bolus= correction bolus + meal bolus

Reverse Correction bolus calculatiolithe Reverse Correction feature is

turned ON and if your current glucose is below your Target Glucose but above
your Minimum Glucose for Calculations, the SmartBolus Calculator subtracts
a correction amount from the preliminary meal bolus.

Meal bolus with Reverse CorrectionReverse Correction + prelim meal bolus

Example Current BG or CGM: 75 mg/dL, Target Glucose: 150 mg/dL
Correction Factor: 50, Preliminary meal bolus: 2.5 U

75 mag/dL —150 mg/dL = -1.5 U Reverse Correction
50

- 1.5 U (Reverse Correction) + 2.5 U (prelim meal bolus) =1.0 U meal bolus

A Reverse Correction is only applied to the meal bolus. In this example, the
meal bolus is reduced by 1.5 units, resulting in a meal bolus of 1.0 U.
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18 Understanding SmartBolus Calculator Calculations

SmartBolus Calculator Rules

e SmartBolus Calculator applies the following rules to the suggested bolus

nd

doses:
Rule Detall
Rounding Boluses will always be roundmvnto the nearest
0.05 U and will never be below 0 U.
IOB will always be roundegbto the nearest 0.05 U ar
will never be below 0 U.
Factors that Factor Increase Decrease
in uence the size
of your bolus Carbs entered
CGM or BG value
IOB
CGM trend (if using
CGM)
Target Glucose
Reverse Correction
setting

Correction |IOB

Correction IOB is subtracted from both meal and

correction boluses.

Meal IOB

Meal IOB is subtracted only from the correction

boluses.
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Overview of the Bolus Calculations Screen

You can tapyIEW BOLUS CALCULATI@diSthe Insulin & BG history screen
or tapCALCULATIONf®mM the SmartBolus Calculator screen if you want to view
bolus calculation details.

When a CGM value and trend are used for a bolus, the SmartBolus Calculator will
not only consider the value but may also adjust the bolus amount for the trend.
You will see these adjustments labeled in the Bolus Calculations Screen.

* % 00% m 9:41 PM

& Bolus Calculations

Current Correction Bolus 0u

CGM Value_1y c6M =99, Target Glucose = 110
Correction Factor = 50
Calculated correction=0U -« Calculated

Adjusted for CGM: Rapidly rising Correction
and adjusted

Meal 10B adjustment for CGM

Meal 0B = 0.6 U trend

N/A: Correction bolus is<=0U

Correction |0B adjustment

Correction 0B = 0.45U
N/A: Correction bolus is<=0U

Meal Bolus 7.05u

Carbs =75 g, IC Ratio = 10 g/U
75/10=75U

Correction 10B adjustment

Remaining correction 0B = 0.45 U
75U-045U=7.05U

Calculated Bolus 7.05u

Total Bolus 41 v
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18.2. SmartBolus Calculator Examples

Example 1

Eating 50 g carbs, and 0.6 U meal IOB and 0.5 U correction I0B from previous
meal and correction boluses. CGM is not available and a blood glucose reading is
not entered.

Correction Bolus -U

BG = N/A, Target Glucose = N/A
Correction Factor = N/A

Meal OB adjustment 4— The SmartBolus Calculator
Meal IOB=0.6 U does not adjust your
) o correction bolus by the
N/A:No BG reading meal IOB since there is no
glucose information.
Correction OB adjustment 4— The SmartBolus Calculator
Correction IOB=0.5U also does not adjust your
) - correction bolus by the
N/A: No BG reading correction IOB since there is
no glucose information.
Meal Bolus 5U
Carbs =50, IC Ratio =10 g/U 4— You are eating 50 g carbs.
- With your IC ratio at 10, you
S0/10=5U willneed a 5 U meal bolus.
Correction I0B adjustment <4— Your meal bolus is not

adjusted by your IOB when
there is no blood glucose
reading or CGM value.

IOB is subtracted from a bolus
only when BG is known.

Calculated Bolus 5 U | ¢— The calculated bolus is just
the meal bolus since there
iS no correction bolus.

Your Adjustment Meal bolus + 2U 20— You can make manual
adjustments to your bolus

by tapping on the Total
Bolus eld at the bottom of
the SmartBolus Calculator
screen.

Total Bolus = 7 U |4¢— TheTotal Bolus is the sum
of the calculated bolus
and any adjustments you
made.
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Example 2

Eating 30 g carbs, no meal or correction I0B. Used CGM value of 180 mg/dL,

with a rising trend.

Correction Bolus 12U

CGM =180, Target Glucose = 130
Correction Factor =50
(180-130)/50=1U

Meal I0B adjustment
Meal IOB=0U
1U-0U=1U

Correction 0B adjustment
Correction|OB=0U
1U-0U=1U

Adjusted correction bolus=1.2 U
Adjusted for CGM: Rising

Meal Bolus

Carbs=30g, IC Ratio=10g/U
30/10=3U

36U

Correction I0B adjustment
Remaining correction IOB=0U
3U-0U=3U

Adjusted meal bolus=3.6 U
Adjusted for CGM: Rising

Calculated Bolus 48U

Total Bolus 48U

Your glucose is

180 mg/dL which is 50 mg/
4— dL over your target. Because

your correction factor is 50, the

initial correction bolusis 1 U.

4— The SmartBolus Calculator
does not adjust your
correction bolus by the meal
IOB since there is no meal I0B.

4— The SmartBolus Calculator
also does not adjust your
correction bolus by the
correction OB since there is no
correction I0B.

The correction bolus is
increased to account for your
rising CGM trend.

4— You are eating 30 g carbs. With
your IC ratio at 10, you will
need a 3 U meal bolus.

The SmartBolus Calculator
does not adjust your meal
bolus by the correction 10B
since there is no correction
IOB.

4— The SmartBolus Calculator
does not adjust your meal
bolus by the correction I0B
since there is no correction |OB.

4— The meal bolus is increased to
account for your rising CGM
trend.

4— The calculated bolus is the
sum of your correction bolus
and meal bolus that has been
adjusted for rising CGM value.

4— The total bolus is the sum of
the calculated bolus and any
adjustment you made.
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Example 3

No carbs entered, used CGM of 180 mg/dL with decreasing trend. ere is 0.8
U meal IOB and 0.5 U correction I0B from the previous meal and correction

boluses.

Correction Bolus

CGM =180,
Target Glucose =130

Correction Factor =50
(180-130)/50=1U

Meal IOB adjustment
Meal IOB=0.8U
1U-08U=0.2U

Correction I0B adjustment
Correction|OB=0.5U
02U-05U<=0U

Meal Bolus
0/20=0U

Correction OB adjustment

Remaining correction
IOB=0.3U

OU-03U<=0U

Calculated Bolus

Total Bolus

ou

ou

Carbs=0g, IC Ratio=10g/U

ou

ou

— Your glucose is 180 mg/dL, which
is 50 mg/dL over target. Because
your correction factor is 50, the initial
correction bolusis 1 U.

€ Since you have 0.8 U of meal IOB
remaining from a previous meal
bolus, this is subtracted from the
initial correction bolus of 1 U, and
you have 0.2 U of correction bolus
remaining.

€ You also have 0.5 U of correction 10B
from previous insulin action. This

is subtracted from the remaining
correction bolus of 0.2 U, driving the
nal calculated correction bolus to

0 U. Note that 0.3 U of correction IOB
still remains after driving correction
bolus to 0 U, and this is used in the
meal bolus calculations.

—

You did not enter any carbs, so you
do not receive any calculated meal
bolus dose.

+—

Although there is a remaining
correction IOB of 0.3 U, your initial
meal bolus is already at 0 U, so itis
not adjusted further, and your meal
bolus remains at 0 U.

Even though your glucose is above
target, you have enough IOB. As a
result, the SmartBolus Calculator
recommends that you do not deliver
any additional insulin.
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CGM Important Safety Information

- Warning: ALWAYS make sure you
CGM Warnings are using the CGM per manufacturer's
Warning: ALWAYS be aware of instructions. Do not extend the sensor

your current CGM value, trusthow ~ Wear beyond the recommended

your bodly feels, and do notignore  duration and do not wear a sensor that
symptoms of high and low glucose.  is past the labeled expiration date. e
Even though insulin delivery adjusts Omnipod 5 System relies on accurate,
automatically in Automated Mode ~ current CGM values to determine

with the goal of bringing your glucose Your insulin needs. Incorrect use

level to yar de ned Target Glucose,  Of the CGM could result in over-

severe hypoglycemia or hyperglycemielelivery or under-delivery of insulin,
may still occur. which can lead to hypoglycemia or

h | ia.
If your CGM values do not match your > Pc 97 cema

symptoms, ALWAYS check your blood/Varning: ALWAY'S con rm the

glucose using a BG meter, consider Dexcom G6 Transmitter serial number

treatment and/or CGM sensor you save in the Omnipod 5 App

calibration if necessary. ALWAYS ~ matches the one you are wearing. In

switch to Manual Mode if you feel you cases where more than one person

are receiving inaccurate CGM values. in the household uses the Dexcom

. G6 CGM, mis-matching transmitter

*  Erroneously high CGM values cany o) nymbers could resultin over-
cause excessive insulin delivery, jejivery or under-delivery of insulin,

leading to severe hypoglycemia,  hich can lead to hypoglycemia and
seizure, loss of CONSCIOUSNESS OF pynerocamia

death.

*  Erroneously low CGM
values can cause prolonged

Warning: Device components
including the Pod, CGM transmitter,
A ; : and CGM sensor may be a ected by
insulin suspension leadingto 5 radiiation or magnetic elds.
hyperglycemia, DKA, ordeath.  peyjice components must be removed
If you are having symptoms thatare  (and the Pod and CGM sensor
not consistent with your blood glucoseshould be disposed of) before X-ray,
readings and you have followed all  Magnetic Resonance Imaging (MRI),
instructions described in this User ~ or Computed Tomography (CT) scan
Guide, contact your healthcare (or any similar test or procedure).
provider. In addition, the Controller and
smartphone should be placed outside
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of the procedure room. Exposure

to X-ray, MR, or CT, treatment can
damage these components. Check
with your healthcare provider on Pod
removal guidelines.

Warning: DO NOT use Omnipod 5
System if you are taking hydroxyurea,
a medication used in the treatment of
diseases including cancer and sickle
cell anemia. Your Dexcom G6 CGM
values may be falsely elevated and
result in over-delivery of insulin that
can result in severe hypoglycemia.

CGM Precautions

Caution: You cannot use the Dexcom
G6 receiver with the Omnipod 5

System because the Omnipod 5 System
is compatible only with the G6 app on a
smartphone.

272



CHAPTER 19
| $ 'C
Contents
19.1. COM OVEIVIEW . . . . eeettt e e e et 274
19.2. COM PIaCEMENL. ...ttt 275
Adult placement examples. .............coiiiiiiiiiiiian 275.. ..
Pediatric placementexamples..................ccoiiiiinnt 276...
19.3. Using the Dexom G6 with Omnipod 5 ........................ 276
19.4. COMVAUES. . ... 277
Highand Low CGMValues. ...........cooviiiiiiii i 277.....
Urgent LOW GIUCOSE. . .. ..o v e 277......
19.5. COMTIENd AITOWS . .. ettt eeaes 278
19.6. CommuNICatioN MESSAGES . ...« vt vtvei et eeineieenns 279

273



19.1. CGM Overview

Warning: ALWAYS be aware of your current CGM value, trust how your body
feels, and do not ignore symptoms of high and low glucose. Even thoughjinsulin
delivery adjusts automatically in Automated Mode with the goal of bringing
your glucose level toynde ned Target Glucose, severe hypoglycemia or
hyperglycemia may still occur.

If your CGM values do not match your symptoms, ALWAYS check your blood
glucose using a BG meter, consider treatment and/or CGM sensor calibration
if necessary. ALWAY'S switch to Manual Mode if you feel you are receiving
inaccurate CGM values.

»  Erroneously high CGM values can cause excessive insulin delivery, leading
to severe hypoglycemia, seizure, loss of consciousness or death.

e Erroneously low CGM values can cause prolonged insulin suspension
leading to hyperglycemia, DKA, or death.

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

e Omnipod 5 System is designed to connect witbtheom GECGM

System. When connected to bexcom Géthe Pod receives glucose values and
trends from théexcom Gdn Automated Mode, the Pod uses CGM values to
make automated insulin dosing decisions every 5 minutes. In both Manual Mode
and Automated Mode, a CGM value and trend can be used in the SmartBolus
Calculator to calculate a suggested bolus.

Read and follow all Dexcom G6 product instructions, including Safety
Statements, in tBexcom G6 CGM System User Guide

Note: All sensor and transmitter-speci ¢ actions and alerts are controlled
through yourDexcan G6app. SegourDexcom G6 CGM System User Goide
additional information

Note: e Dexco m G6 app and Omnipod 5 App do not directly communicate
with each otherey have their own separate communication channels to

acquire CGM values. As a result, you may notice that, at times, the CGM values
may slightly di er in each app.

When connecting and using a CGM transmitter, be aware of the following:

»  Always check theexcom G@@xpiration dates for the sensor and transmitter.
Only use a sensor and transmitter that are within their use-by date.

e Adhere to Dexcom's approved site placemenBdrcom Gévear.

» All Dexcom Gelerts are con gured and driven by y@excom GéppSet
your Low and High alerts, as well as any other alerts in your Dexcom G6 app
before using the Omnipod 5 System
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Note: e Omnipod 5 System also alerts you when your CGM values are at
or below 55 mg/dL.

e Always ensure the transmitter serial number entered Dékeom G&nd
Omnipod 5 Apps match the transmitter on your body.

19.2. CGM Placement

e Bluetooth connection between the CGM and the Pod is optimal when the
signal does not pass through the body. Keeping both devices at least 3 inches (7.¢
cm) apart and within line of sight allows for consistent CGM communication
with the Pod.

Note: Line of sight means that the Pod and CGM are worn on the same side of
the body in a way that the two devices can "see" one another without your body
blocking their communication.

Adult placement examples

|
i
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Pediatric placement examples

Pod

Note: Consult theDexcom G6 CGM System User Goidaore information on
approved CGM placement locations.

19.3. Using the Dexom G6 with Omnipod 5

When using Omnipod 5 System with the Dexcom G6 CGM System, you need to
use the Dexcom G6 app to control your CGM.

Caution: You cannot use the Dexcom G6 receiver with the Omnipod 5
System because the Omnipod 5 System is compatible only with the G6 japp
on a smartphone.
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19.4. CGM Values

CGM values are displayed on the *  50% & 241 1A
DASHBOARDe DASHBOARE&Iso
displays a CGM trend arrow to indicate
whether CGM values are trending up, DASHBOARD  INSULIN  POD INFO
down, or holding steady. In Automated
Mode, the system takes your CGM
trend into account every 5 minutes

when making automated insulin
delivery decisions. 1 2 1 e

In Manual Mode and Automated mo/dL
Mode, the CGM value and trend can be peicom CoM

used in the SmartBolus Calculator. e Y
SmartBolus Calculator can increase or LAST BOLUS CGM GRAPH
decrease your bolus as needed based on
your CGM value and trend. 6.05 |~

Units

= a

0B 0.15U

Feb 10 (7:32 pm)} VIEW

@

High and Low CGM Values

e Omnipod 5 App indicates high and low CGM values as follows.

CGM Value Screen display
Above 400 mg/dL HIGH
Below 40 mg/dL LOW

Note: CGM values are automatically recorded on the Omnipod 5 System and do
not need to be entered on the Enter BG screen.

Urgent Low Glucose

Warning: ALWAYS promptly treat low glucose. Glucose at or below 55 mg/
dL indicates signi cant hypoglycemia (very low glucose). If le untreated, this
could lead to seizure, loss of consciousness or death. Follow your healthcare
provider's recommendations for treatment.

When your CGM value is at or below 55 mg/dL, your Dexcom G6 will send the
value to your Pod. e Pod will sound an Advisory alarm to let you know that

your glucose is very low. You can acknowledge the alarm from your Controller or
smartphone. See "13.7. Advisory Alarm List" on}éabe
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Note: is Alarm will occur again if another CGM value of 55 mg/dL or lower is
received a er the initial Advisory Alarm was acknowledged.

Note: is Advisory Alarm will only stop repeating a er a glucose value of 56 mg/
dL or greater is received. You may silence this Advisory Alarm for 30 minutes by
acknowledging the on-screen message.

Note: Use a BG meter to con rm your glucose. Treat low glucose as needed.

Note: e Urgent Low Glucose Advisory Alarm has to do directly with your
body’s current glucose, while other alarms have to do with the Pod or Omnipod 5

App state.

19.5. CGM Trend Arrows

Trend arrows display per Dexcom speci cations. e arrow color matches the
CGM value color. For more information, refer toffexcom G6 CGM System

User Guide

e color of the CGM value and trend arrow can vary as follows

CGM Value Color| Description

Purple CGM value is within Glucose Goal Range
(Automated Mode)

Blue CGM value is within Glucose Goal Range

(Manual Mode)

Red

CGM value is below Glucose Goal Range

Orange

CGM value is above Glucose Goal Range

e following table describes the CGM trend arrows. e trend arrows are shown
in blue for example purposes only.

CGM Trend Arrows | Description

9

Steady; decreasing/increasing less than 1 mg/dL per
minute

006

Slowly falling/rising; glucose could decrease/increase
30-60 mg/dL in 30 minutes

00

Falling/rising; glucose could decrease/increase
60-90 mg/dL in 30 minutes

00

Rapidly falling/rising; glucose could decrease/increase
more than 90 mg/dL in 30 minutes
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19.6. Communication Messages

e

DASHBOARdisplays the following communication messages:

CONNECTING TRANSMITTER: |08 0.15U

Occurs a er you have entered a (%) CONNECTING TRANSMITTER
transmitter serial number and the
Pod is attempting to connect with the —_
transmitter.

WAITING FOR DEXCOM SETUP This could take up to 20 minutes.
When the transmitter is connected
but CGM values

are unavailable because the
Dexcom Gés in sensor warm-up or requires calibration. Seeéireom G6
app for details. No action is required within the Omnipod 5 App.

SEARCHING FOR PODBeiv¥?od communication was not established
within the most recent 5-minute update interval. Tap MORE
INFORMATION for potential causes and recommended actions.

SEARCHING FOR C®Men the CGM is active and connected to the
Omnipod 5 Pod but the most recent CGM value was not acquired within the
5-minute window. ere may be no valid CGM value available due to a Pod/
CGM communication issue or a temporary CGM sensor issue (recoverable
without any user action). Tap MORE INFORMATION for recommended
action. Review Pod and CGM placement. Pod and CGM should be at least 3
inches (7.62 cm) apart and within line of sight.

DEXCOM ISSUE DETEGVEBEN [ 550150
CGM values are not available due
to a sensor error (including sensor
expiration). See tHigexcom G@&pp
for details. No action is required
within the Omnipod 5 App

TRANSMITTER ERR@ien the
transmitter connected with the
Omnipod 5 System has expired or experienced a non-recoverable error. Tap
NEED HELBr potential causes and recommended actions. To set up a new
transmitter, see "20.3. Connecting the Transmitter" orj&3ye

TRANSMITTER NEBOUNDWhen the Pod tried to connect with a

transmitter but a er 20 minutes was unable to do soNERD HELBr

potential causes and recommended actions. See "26.3. CGM FAQs34iB page
for additional information.

@ DEXCOM ISSUE DETECTED

See Dexcomn app for details.

Note: For all CGM related issues, refer to y@arcom G6 CGM System User
Guide
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20.1. About Connecting Dexcom G6 to the Pod

e Omnipod 5 System is designed to work with the Dexcom G6 CGM. To use
the Dexcom G6 CGM with the Omnipod 5 System, you will need to obtain the
Dexcom G6 sensor and transmitidexcom G6 User Guj@ad download the
Dexcom G6 app on your personal smartphone.

Before you can view and use CGM values in the in the Omnipod 5 System, you
mug rst set up the Omnipod 5 System to allow the Pod to communicate with the
CGM. Once connected, you will be able to use the system in Automated Mode,
view CGM values in the Omnipod 5 App, and use CGM values in the bolus
calculator in both Manual and Automated Modes.

Note: e Dexcom G6 sensor must be started in the Dexcom app in order to use
CGM values and trends in the Omnipod 5 System.

Before you begin, do the following:

¥% e Omnipod 5 System will not connect with the CGM if you are using the
Dexcom receiver. If you have an existing CGM transmitter that is connected
to your receiver, turn 0 your receiver. You will need to use the Dexcom G6
app on your smartphone. For instructions about using the Dexcom G6 CGM
System, see tBexcom G6 CGM System User Guide

20.2. Connecting the Dexcom G6during Initial Pod Setup

To connect the CGM transmitter during initial Pod setup:
1. Aeractivating your Pod during initial setup, tsBONNECT CGM

Note: If you tapNOT NOV¥ er activating your Pod during initial setup,
you can connect the CGM at a later time. See "Connectibgitben G6
Transmittef' below.

2. Gotoste@of 'Connecting th®excom GElransmitter” below.
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20.3. Connecting the Dexaom G6 Transmitter

Warning: ALWAYS ca rm the Dexcom G6 Transmitter serial number you
save in the Omnipod 5 App matches the one you are wearing. In cases where
more than one person in the household uses the Dexcom G6 CGM, mis;
matching transmitter serial numbers could result in over-delivery or unde
delivery of insulin, which can lead to hypoglycemia and hyperglycemia.

If you had previously connected a transmitter and your CGM transmitter has
expired, or you have deleted the transmitter serial number (SN) and wish to
reconnect, you must enter a new serial number.

To connect th®excom Gaéransmitter:
1. From the Home screen, tifenu

button (E ) > Settings >CGM # % o0%m 341 PM
Transmitter. ¢ Enter SN

e CGM Transmitter screen displays the

saved serial number . Connect your CGM to Omnipod 5

Enter your transmitter serial number (SM).

Note: If the transmitter serial number
was previously deleted, the serial numben — N |
eld is empty. (See "20.4. Disconnecting &| @ {iJ [E {iJ [lJ
the CGM from the Pod" on pagg4).

2. TapENTER NEW.

3. Tapthe serial number eld to display the
alphanumeric keypad.

4. Enter the serial number printed on
the back of your transmitter or on the
transmitter box, then tapone.

5. TapSAVE

Note: If you tapCANCEDr exit the
current screen (by pressing the back arrow), the serial number is not saved.
TapCONFIRNbD start connecting your CGM transmitter to your Pod. e
connection process can take up to 20 minutes.

CANCEL SAVE

6. TapCONFIRNbD start connecting your transmitter to your Pod.
e connection process can take up to 20 minutes.

When Pod communication is successful, the screen displays "Connecting
Transmitter.”

If the Pod is unable to connect with the CGM transmitter within 20 minutes,
the message "Transmitter Not Found" displaySNE&ED HELBr more
information. Se&26.3. CGM FAQs" on pagi3for additional information.
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If you do not have an active Pod or you are changing your Pod, the transmitter
serial number will be saved and sent to the next Pod that is activated.

20.4. Disconnecting the CGM from the Pod

To stop the Pod from communicating with the CGM, delete the serial nuinber.
you delete the serial number, you will no longer be able to enter Automated Mode
until a new transmitter serial number is added.

To delete the serial number:

1. Fromthe Home screen, thfienu button(= ) >Settings > CGM
Transmitter.

e CGM Transmitter screen displays the saved serial number.
2. TapDELETE.
Tap OK, DELET&co rm.
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Automated Mode Important Safety
Information

switch to Manual Mode if you feel you

Automated Mode are receiving inaccurate CGM values.

Warnings .

e Erroneously high CGM values can
Warning: SmartAdjust technology cause excessive insulin delivery,
should NOT be used by anyone under  leading to severe hypoglycemia,
the age of 2 years old. SmartAdjust seizure, loss of consciousness or

technology should also NOT be used death.
in people who require less than 5 units,
of insulin per day as the safety of the
technology has not been evaluated in
this population.

Warning: DO NOT use SmartAdjust
technology in pregnant women,
critically ill patients, and those on
dialysis. e safety of SmartAdjust
technology has not been evaluated in
these populations. Consult with your
healthcare provider if any of these
conditions apply to you before using Warning: AVOID administering
SmartAdjust technology. insulin, such as by injection or

Warning: ALWAYS be aware of inhalgtion, while we_aring an active_ Pod
your current CGM value, trusthow &S this could resultin hypoglycemia.
your body feels, and do notignore € Omnipod 5 System cannot track
symptoms of hiéh and low glucose insulin that is administered outside of
Even though insulin delivery adjusts the system. Consult your healthcare

automatically in Automated Mode  Provider about how long to waita
with the goal of bringing your glucose manually administering insulin before
level to yar de ned Target Glucose, you start Automated Mode.

severe hypoglycemia or hyperglycemigi/arning: ALWAYS monitor for

can still occur. symptoms of hypoglycemia while

if your CGM values do not match your € ACtvity feature is enabled.
symptoms, ALWAYS check your blood 1YPodlycemia can still occur when
glucose using a BG meter, consider 1SiNg the Activity feature. Follow
treatment and/or CGM s eﬁsor your healthcare provider's advice

calibration if necessary. ALWAYS ~ Onhypoglycemiaavoidanceand
treatment. If untreated, hypoglycemia

Erroneously low CGM

values can cause prolonged
insulin suspension leading to
hyperglycemia, DKA, or death.

If you are having symptoms that are
not consistent with your blood glucose
readings and you have followed all
instructions described in thigser

Guide contact your healthcare
provider.
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can lead to seizure, loss of
consciousness or death.

Warning: Do NOT use Omnipod 5
System if you are taking hydroxyurea,

a medication used in the treatment of
diseases including cancer and sickle
cell anemia. Your Dexcom G6 CGM
readings could be falsely elevated and
could result in over-delivery of insulin
which can lead to severe hypoglycemia.
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21 About Automated Mode

21.1. About Automated Mode

Warning: AVOID administering insulin, such as by injection or inhalation,
while wearing an active Pod as this could result in hypoglycemia. e
Omnipod 5 System cannot track insulin that is administered outside of
the system. Consult your healthcare provider about how long toawvait a
manually administering insulin before you start Automated Mode.

Warning: ALWAYS be aware of your current CGM value, trust how your
body feels, and do notignore symptoms of high and low glucose. Even
though insulin delivery adjusts automatically in Automated Mode with th
goal of bringing your glucose level taryde ned Target Glucose, severe
hypoglycemia or hyperglycemia may still occur.

11

If your CGM values do not match your symptoms, ALWAYS check your
blood glucose using a BG meter, consider treatment and/or CGM sensar
calibration if necessary. ALWAYS switch to Manual Mode if you feel you are
receiving inaccurate CGM values.

»  Erroneously high CGM values can cause excessive insulin delivery,
leading to severe hypoglycemia, seizure, loss of consciousness or death.

e  Erroneously low CGM values can cause prolonged insulin suspensjon
leading to hyperglycemia, DKA, or death.

If you are having symptoms that are not consistent with your blood gluca
readings and you have followed all instructions described logbrsGuide
contact your healthcare provider.

n

e

Caution: ALWAYS check your glucose prior to delivering a bolus so you|are
better informed on how much to take. Delivering a bolus without checking
your glucose could result in over-delivery or under-delivery of insulin, which
can lead to hypoglycemia or hyperglycemia.

Automated Mode is the de ning feature of the Omnipod 5 System. In Automated
Mode, the system automatically adjusts your insulin delivery every 5 minutes,
based on the current CGM value and trend, with the goal of bringing your glucose
to your de ned Target Glucose.

Note: ALWAYS bolus for meals as directed by your healthcare provider. In
Automated Mode, bolus doses for meals still require your programming and
delivery. Failure to deliver a bolus for meals could lead to hyperglycemia.

How insulin is calculated and delivered during Automated Mode

e Omnipod 5 System uses your insulin delivery history to determine how
much insulin your body needs. e calculated amount is known as the adaptive
basal rate, which provides a baseline for automated delivery.
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e System can automatically increase, decrease, or pause insulin delivery.

e System can pause automated insulin delivery at any time to protect against
hypoglycemia and will always pause when your glucose is below 60 mg/dL. e
System can increase insulin delivery by delivering a series of microboluses to
respond to elevated glucose.

e maximum automated insulin delivery that can be given while in Automated
Mode is based on your insulin history and your current insulin on board (I0B).
is value is not related to your maximum basal rate setting.

Your baseline adaptive basal rate is based on how much insulin you needed in the
past. Over time, the Omnipod 5 System will learn your daily insulin needs and
adapt, resulting in your adaptive basal rate changing to better match your true
insulin needs at every Pod change.

e Pod contains SmartAdjust technology, which adjusts your adaptive basal rate.
You will stay in Automated Mode when the Controller or smartphone running
your Omnipod 5 App is out of range of the Pod. When the Pod and Controller or
smartphone are in range, the Pod sends its information back to the Omnipod 5
App, updating its Home screen to show your current IOB along with recent CGM
value and trend.

e automated insulin delivery amount given every 5 minutes while in
Automated Mode can be seen inAgo Eventdab of the History Detail screen.
SeéAutomated Events (Auto Events)"” on pade

e CGM graph on the Home screen shows when the Omnipod 5 Systersed
insulin delivery or has reached the maximum delivery. See "11.2. Viewing the
CGM Graph" on pagk34

Note: e Controller or smartphone running the Omnipod 5 App must be in
Pod communication range to receive the most up-to-date information.
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21 About Automated Mode

Automated insulin delivery

Automated insulin delivery changes as your CGM value and trend change. e
table below describes how CGM trertes your automated insulin delivery in
Automated Mode

Automated insulin delivery depends on your baseling
adaptive basal ratés rate is based on your past insulin
usage and adapts with each Pod change.

e System works to keep CGM values at your speci ed
Target Glucose (110-150 mg/dL).

Your automated insulin deliveries increase when you are
predicted to be above your Target Glucose.

Your automated insulin deliveries decrease or pause |f you
are predicted to be below your Target Glucose.

e System always pauses insulin delivery when CGM
values are under 60 mg/dL.

B0 Ot

e main information that informs Automated Mode insulin delivery is your past
insulin history or average total daily insulin, together with your Target Glucose.

If you are very insulin sensitive, the System knows to give you less insulin than if
you have higher insulin needs. While you are using Automated Mode, the main
adjustable settingexcting automated insulin delivery is Target Glucose.

Target Glucose is customizable from 110-150 mg/dL (10 mg/dL increments), and
you can create up to 8 di erent time segments per day. As you increase the Target
Glucose setting value, SmartAdjust technology will deliver less automated insulin.
Changing your Target Glucose throughout the day can be useful if:

e ereare times of the day when you are more or less sensitive to insulin (For
example you and your healthcare provider identify a time in your day when
you are more at risk of hypoglycemia which may require a higher Target
Glucose).

*  You would like to gradually bring your CGM values down to a lower Target
Glucose (For example starting the system for the rsttime).
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Consult with your healthcare provider before making any changes in your
Target Glucose. See "Omnipod 5 Clinical Studies" oB@gfgeclinical study
information at each Target Glucose.

SmartBolus Calculator settings can also be adjusted including Insulin-to-
Carbohydrate ratio, Correction Factor, Correct Above, Reverse Correction and
Duration of Insulin Action. ese all aect the bolus amounts you deliver during
both Manual Mode and Automated Mode.

Note: Itis important to understand that changing your Basal Programs, Max
Basal, Correction Factor, or Duration of Insulin Action setting will not impact
automated insulin delivery during Automated Mode.

21.2. About the Dexcom G6 in Automated Mode

Warning: ALWAYS be aware of your current CGM value, trust how your body
feels, and do not ignore symptoms of high and low glucose. Even thoughjinsulin
delivery adjusts automatically in Automated Mode with the goal of bringing
your glucose level toyode ned Target Glucose, severe hypoglycemia or
hyperglycemia may still occur.

If your CGM values do not match your symptoms, ALWAYS check your blood
glucose using a BG meter, consider treatment and/or CGM sensor calibration
if necessary. ALWAYS switch to Manual Mode if you feel you are receiving
inaccurate CGM values.

»  Erroneously high CGM values can cause excessive insulin delivery, leading
to severe hypoglycemia, seizure, loss of consciousness or death.

e Erroneously low CGM values can cause prolonged insulin suspension
leading to hyperglycemia, DKA, or death.

If you are having symptoms that are not consistent with your blood glucose
readings and you have followed all instructions described lodbisGuide
contact your healthcare provider.

While in Automated Mode, the Omnipod 5 System relies on your CGM values
to calculate appropriate automated insulin delivery. CGM values and trends may
also be used by the SmartBolus Calculator.

It is important that youbexcom Gés functioning properly. To ensure CGM
accuracy, be aware of your CGM values. If you are experiencing symptoms that d
not align with your CGM values, use a separate BG meter. Refel@eyoom

G6 CGM System User Giiataletails on inaccurate CGM values.
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21 About Automated Mode

21.3. Bolus Settings and Importance of a Bolus

In Automated Mode, the Omnipod 5 System automatically delivers insulin

every 5 minutes. However, you still need to deliver a bolus dose for meals. For
information on how to deliver a bolus, see "Section 3: SmartBolus Calculator” on
page225

When delivering a bolus, it is recommended to:

»  TapUSE CGltb use your CGM value in the SmartBolus Calculator. is will
ensure that your CGM trend is included in the calculations and necessary
adjustments are made to account for the trend.

* Review the SmartBolus Calculator calculations for accuracy. If the
calculations show an amount you are not expecting, cancel the bolus and
begin again.

e Always look for the progress bar to con rm that delivery has begun before
exiting the Omnipod 5 App.

Note: If you leave the Omnipod 5 App for more than 5 minutes while making
changesto your bolus delivery, you will lose the information you have entered
into the SmartBolus Calculator.

21.4. Pod Adaptivity

In Automated Mode, automated insulin delivery adapts to your current needs

as you wear the System. As you use the Omnipod 5 System and gather delivery
history, SmartAdjust technology will automatically update your next Pod with
your current insulin needs.

During your rst Pod wear (or if you've taken a long break between Pods), since
no recent history is available, the Omnipod 5 System uses only your active Basal
Program (from Manual Mode) as a starting point to adjust your insuén. A

48 hours of history is collected, which usually happens withstiPod wear,
SmartAdjust technology stops adjusting insulin against your active Basal Program
and starts using the Adaptive Basal Rate for your automated insulin delivery with
your next Pod change.

With each Pod change, insulin delivery information is sent and saved in the
Omnipod 5 App so that the next Pod that is started is updated with the new
Adaptive Basal Rate.
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21.5. About Automated Mode: Limited

Warning: ALWAYS be aware of your current CGM value, trust how your body

feels, and do not ignore symptoms of high and low glucose. Even thoughjinsulin
delivery adjusts automatically in Automated Mode with the goal of bringing
your glucose level to your de ned Target Glucose, severe hypoglycemia or
hyperglycemia may still occur.

If your CGM values do not match your symptoms, ALWAYS check your blood
glucose using a BG meter, consider treatment and/or CGM sensor calibration
if necessary. ALWAY'S switch to Manual Mode if you feel you are receiving
inaccurate CGM values.

e Erroneously high CGM values can cause excessive insulin delivery, leading
to severe hypoglycemia, seizure, loss of consciousness or death.

e Erroneously low CGM values can cause prolonged insulin suspension
leading to hyperglycemia, DKA, or death.

If you are having symptoms that are not consistent with your blood glucose
readings and you have followed all instructions described lodbisGuide
contact your healthcare provider.

At times, your Pod and CGM may lose communication while you are in
Automated Mode. ere are several reasons this could happen, including the

Pod and CGM not being within line of sight on your body, temporary loss of
communication due to environmental interference, sensor warm-up, or required
calibration. When this occurs, SmartAdjust technology can no longer fully adjust
your automated insulin delivery because the Pod is not receiving updated glucose
information from the CGM. Aer 20 minutes of the Pod not receiving CGM

values, the Omnipod 5 App displays ‘Limited’ on the Home screen.

e System also enters Limited state a er receiving the Automated Delivery

Restriction Advisory alarm. For more information,'t . 2 Automated Delivery
Restriction" on paggD6

When the System enters Limited state, SmartAdjust technology never gives more
than the Basal Program that would be active during Manual Mode. A er an hour
of missed CGM values, the Missing CGM Values advisory alarm is presented
and you receive a steady rate of insulin that will not vary until CGM connection is
restored.

You may also choose to switch to Manual Mode to start your Basal Program. See
"22.2. Switching from Automated Mode to Manual Mode" on@@e

Check youbDexcom G@&pp to see if there are any CGM actions you need to take
to re-establish communication. SeerDexcom G6 CGM System User Guide.
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21 About Automated Mode

Note: Automated Mode: Limited state can occur due to a loss of communication
between the CGM and Pod. Itis possible that your De@dapp is still
receiving CGM values. Open your Dexcom G6 app to check.
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22 Switching Between Manual Mode and Automated Mode

22.1. Switching from Manual Mode to Automated Mode

Warning: ALWAYS be aware of your current CGM value, trust how your
body feels, and do not ignore symptoms of high and low glucose. Even
though insulin delivery adjusts automatically in Automated Mode with th
goal of bringing your glucose level taryde ned Target Glucose, severe
hypoglycemia or hyperglycemia may still occur.

If your CGM values do not match your symptoms, ALWAYS check your
blood glucose using a BG meter, consider treatment and/or CGM sensor
calibration if necessary. ALWAYS switch to Manual Mode if you feel you are
receiving inaccurate CGM values.

1)

e Erroneously high CGM values can cause excessive insulin delivery
leading to severe hypoglycemia, seizure, loss of consciousness or death.

e Erroneously low CGM values can cause prolonged insulin suspension
leading to hyperglycemia, DKA, or death.

If you are having symptoms that are not consistent with your blood glucase
readings and you have followed all instructions described lodbisGuide
contact your healthcare provider.

Before you begin

First, make sure you have an active Pod and connected CGM. See "Activating and
Changing Your Pod" on pag@and'Connecting CGM
to the Pod" on pa@81

Do the following, if necessary:

e Cancel your temp basal or extended bolus, if either is running.See
Canceling a Temp Basal or Temp Basal Preset" obyag&l6.4.
Canceling a Bolus in Progress" on [2&%e

e Startinsulin, ifitis paused. See "9.3. Starting Insulin Delivery" did2age
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Switching Between Manual Mode and Automated Mode 22

To switch to Automated Mode
To switch from Manual Mode to Automated Mode:

1. Fromthe Home screen, tytenu
button (=) >Switch Mode < Switch Mode

# wa0% m 241 PM

Note: If the screen displays a red
circle with an exclamation pointand | Switch to Automated Mode?
SWITCH TO AUTOMAdeIISabIed In Automated Mode, insulin delivery is
(grayed out), take the corrective actiq  agjusted based on your CoM values.
described on the screen before you t

agaln' You can use Automated Mode when you have:

2. TapSWITCH. @ An active Pod

° A CGM transmitter serial number saved
in Omnipod 5

CLOSE SWITCH

299



22 Switching Between Manual Mode and Automated Mode

22.2. Switching from Automated Mode to Manual Mode

When you switch from using Automated Mode to using Manual Mode, basal
insulin will be delivered based on the Basal Program scheduled for the current
time. If the CGM System is connected, you will still be able to view these values
and use them in the SmartBolus Calculator while in Manual Mode.

Before you begin, do the following:

¥ Cancethe Activity feature, if itis enabled. See "23.3. Canceling the Activity
Feature" on pag®3

To switch to Manual Mode

1. Fromthe Home screen, tap % % 90% W 9:41 PM
Menu button (=) >Switch ¢ Switch Mode
Mode.
Note: If the screen displays a Switch to Manual Mode?

red circle with an exclamation
pOint andSWITCH TO MANUAL | This will start your Fridays Basal Program.
is disabled (grayed out), take the

corrective action described on i Fridays
the screen before you try again curen B Erog
'
2. Tap SWITCH .
075 1 o 2 0.75
12am Sam 9am  12pm Spm Som  12am

CLOSE SWITCH

300



CHAPTER 23
Activity Feature

Contents

23.1. Aboutthe Activity Feature ............covviiiiii i 302
23.2. Starting the Activity Feature ... 303
23.3. Canceling the Activity Feature . ............ccoooviviiiinnenn.s. 303

301



23 Activity Feature

23.1. About the Activity Feature

Warning: ALWAYS monitor for symptoms of hypoglycemia while the

Activity feature is enabled. Hypoglycemia can still occur when using the
Activity feature. Follow your healthcare provider's advice on hypoglycemia
avoidance and treatment. If untreated, hypoglycemia can lead to seizure, loss
of consciousness or death.

While in Automated Mode, you cannot start a temp basal or manually pause
insulin delivery. e Omnipod 5 System provides an option for dned

automated insulin delivery through the Activity featled\ctivity feature

can be useful in times when you need less insulin, for example, when you are
exercising.

While Activity is enabled, the Omnipod 5
System does the following:

# wa0% m 241 PM

= 4

Automated

DASHBEOARD ACTIVITY FPOD INFO

* Reduces automated insulin delivery

e Sets your Target Glucose to 150 mg/f '0¢ 0-15U
regardless of your target settings

With Activity enabled, you can still delive
bolus as you normally would.

Activity is ON
Activity can be set for a duration of 1-24
hours, in increments of 1 hour. You
can cancéhctivity at any time. Upon 1. - |
cancellation or expiration of the de ned
time period, full automated insulin
delivery starts on its own and SmartAdjus 6.05 1210
technologyeturns to using the Target Units mg/dL
Glucose de ned in your settings.

Remaining: (4 hrs 59 min) CANCEL

LAST BOLUS CGM INFO

Feb 10 (7:32 pm} VIEW GRAPH
e Activity feature ends if the Pod

is deactivated. You need to re-enter @
Automated Mode and then enable Activit]

with your new Pod.

Talk to your healthcare provider about the timing of starting the Activity feature t
address your anticipated period of decreased insulin needs.

Note: In the event of a loss of Pod and CGM communication and the
Omnipod 5 System enters Limited state, Activity remains enabled.

Note: You may see an increase in your displayed IOB when the Activity feature
starts and a decrease in your IOB when the Activity feature time period ends
because of the way insulin is calculated.
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Activity Feature 23

23.2. Starting the Activity Feature

Before you begin, do the following:

¥ Switch to Automated Mode if currentl
using Manual Mode. S&#2.1.
Switching from Manual Mode to
Automated Mode" on page 298

To enable Activity:
1. Navigate to:
Menu button (=) >Activity

2. TaptheDuration eld and select the
Activity feature duration

3. TapCONFIRM.

4. From the Con rmation screen, tap
START.

e INSULINab changesto a green
ACTIVITY¥ab when the Activity featurg
is enabled.

<

Y%

23.3. Canceling the Activity Feature

e Activity feature automatically stops at the end of the selected duration;
Automated Mode continues, using the Target Glucose de ned in your user
settings. e Pod beeps when the Activity feature time period completes or when
you cancel it.

To cancel Activity before the end of its time period:
1. Navigate to the Home scre&CTIVITtab.
2. Tap CANCEL

3. Tap YESo con rm cancellation.
e Omnipod 5 App cancels Activity and full automated insulin delivery
starts.

Note: You may see a decrease in insulin on board (IOB) when canceling the
Activity feature.
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Advisory alarms inform you of a situation that needs your attention in the near

future.

Automated DeliveryRestriction
Only occurs in Automated Mode.

Omnipod 5 App Screens:
Lock Screen:
Cause Insulin was either paused for too long or at maximum
delivery for too long while the Omnipod 5 System was in
Automated Mode.
Tone (Pod) * 6 beep tone, repeats once every minute for 3 minutes
e Pattern repeats every 15 minutes
Vibration/Tone |+ 3secondtone
(Controlleror |« 3second vibration
smartphone) e Vibration and tone repeat every 15 minutes until
acknowledged
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What to do 1. TapNEXTo see the next screen.
Use a BG meter toreom your blood glucose.
 Iflow con rmed, consider treatment.

o

 Ifhigh con rmed, check infusion (Pod) site an
ketones.

» Ifyour CGM value is not what you expected,
you may need to calibrate or replace your
Dexcom G6 sensor.

3. TapNEXTaer you con rm your blood glucose.

Tap SWITCHTO MANUAL MQIen stay in
Manual Mode for at least ve minutes.

While in Manual Mode, you can check your CGM graph to nd out whether your
insulin has been paused or has been at a maximum for a long time.

A er at least 5 minutes of Manual Mode, you can return to Automated Mode a er
you have aormed your CGM readings are accurate.

For more information about Automated Mode: Limited state, see "21.5. About
Automated Mode: Limited" on pag@s
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Missing CGMValues

Only occurs in Automated Mode.

Screen Alert Description

Omnipod 5 App: Why it occurs: e Pod has not received
CGM values for more than one hour. e

Mode: Limited state until CGM values are
received or until you switch to Manual Mo

Pod sound:
e 3beeptone

* Repeats every 60 minutes

Controller/Smartphone sound and
vibration:

e 3secondtone

e 3 second vibration

» Vibration and tone repeat every 15
minutes until acknowledged

» |If CGM values have still not been
received &r 60 minutes, a new
noti cation will be generated.

Lock Screen: What to do:
% TapOKto acknowledge the alert.

Automated Mode: Limited" on pag85

Check youbexcom G@&pp to see if there are CGM values present or if
the cause of the loss of communication is related to the sensor/transmitte
Examples to look for within tHeexcom Ge&pp include sensor error/
expiration, transmitter error/expiration, sensor warm-up, or signal loss ale

If theDexcom G@&pp is receiving CGM values, there may be a temporary
communication issue between your Pod andizecom G6You may decide
to switch to Manual Mode or wait for a CGM value to be received while in
Automated Mode: Limited state. If this is frequently occurring, check to se
the Pod and CGM are located on your body at least 3 inches (7.62 cm)

your Pod and CGM are within line of sight to one another.

Note: For information about your DexooG6 app, refer to yollexcom G6
CGM System User Guide
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e goal of the pivotal study of the Omnipod 5 System was to assess the safety
and e ectiveness of the system. is single-arm, multicenter, prospective

study enrolled 112 children (6 to 13.9 years) and 128 adolescents and adults
(14 to 70 years). A 2-week standard therapy phase (usual insulin regimen) was
followed by 3 months of the Omnipod 5 System use in Automated Mode. e
primary analysis consisted of A1C and sensor glucose time in range (70-180
mg/dL) results. e primary safety endpoints included an assessment of severe
hypoglycemia and diabetic ketoacidosis (DKA) events. An analysis of the
secondary endpoints and additional metrics was also performed. An analysis of
the primary, secondary, and safety results are presented in the tables below.

Of the 240 participants enrolled, 98% completed the trial (111 children and 124
adolescents and adults). e study population consisted of people with type 1
diabetes for at least 6 months. All participants were required to have a A1C <
10.0% at screening. Participants < 18 years had to be living with a parent or legal
guardian. No participants with the following conditions were enrolled:

e History of severe hypoglycemia or DKA in the past 6 months

» Sickle cell disease, adrenaliciency , eating disorder, abnormal kidney
function (eGFR < 45), hemophilia or any other bleeding disorders, untreated
thyroid disease

e History of cardiovascular disease including coronary artery disease, heart
attack, and cardiac intervention procedure or coronary bypass surgery in past
year

e Abnormal ECG in participants > 50 years or diagnosed with diabetes >20
years

e Plansto receive blood transfusion during study

e Taking oral or injectable steroids or diabetes medications other than
metformin and insulin

»  Pregnant or lactating women

e safety and e ectiveness of the Omnipod 5 System in users with the conditions
above is unknown. Please note that the study exclusion list above is condensed
and does not include every exclusion criterion. e trial was registered at
clinicaltrials.gov, a national database of clinical trials in the United States, with ID
numberNCT04196140. Full details of the study criteria can be found there.
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Baseline characteristics including demographics of the participants at the start of

the 3-month Omnipod 5 treatment phase are provided in the table below.

Baseline Characteristics at Omnipod 5 Treatment Phase Start (N=240)

(years)

Children Adolescents & Adults
Characteristic
(6 to 13.9 years) (14 to 70 years)
n 112 128
Age (years) + SD 10.3+£2.2 36.9+139
Duration of diabetes 47+26 179+ 116

AlC

7.67% + 0.95%

7.16% + 0.86%

Daily insulin dose (U/kg) 0.85+0.24 0.61+0.22
Body mass index (BMI) 18.6 £ 3.2 26.6 +4.7
Female sex 60 (53.6%) 78 (60.9%)

Previou$ or current con-
tinuous glucose monitor
(CGM) use

108 (96.4%)

126 (98.4%)

Previou$ or current pump
use

100 (89.3%)

115 (89.8%)

Race / Ethnicity

White

110 (98.2%)

118 (92.2%)

Alaska Native

Hispanic or Latino 8 (7.1%) 10 (7.8%)
Black or African Amer- 5 (4.5%) 5 (3.9%)
ican

Asian 3 (2.7%) 2 (1.6%)
Native Hawaiian or othe 1 (0.9%) 0 (0.0%)
Paci c Islander

American Indian or 0 (0.0%) 4 (3.1%)

Plus-minus values are average * standard deviation; results reportediveitiimorackets

aerwards represent number of participants (% of participants).

SGlycated hemoglobin determined from laboratory assessment.

*Baseline total daily insulin dose was determined from data collectetielstamgiard therapy
phase.

TPrevious use is de ned as having used the device for any duration in the past.

*Race and ethnicity were reported by the participants. Groups are not mutisay excl
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e tables below include information on the primary and secondary glycemic
results from the standard therapy phase compared to the 3-month Omnipod

5 System treatment phase. e primary results of the study included change in
average A1C% and % time in range (70-180mg/dL). Adolescents, adults, and
children experienced improvements in overall ALC and time in raende a

months of Omnipod 5 System usewas achieved with a reduction of time

>180 mg/dL in adolescents, adults, and children as well as a reduction in median
time <70 mg/dL in adolescents and adults.

Some limitations to the study include: 1) single-arm design with no control group
which could lead to an over-estimate of glycemic improvement; 2) standard
therapy phase was shorter than the Omnipod 5 System phase; 3) minimal use of
the 140 and 150 mg/dL Target Glucose settings in adults and adolescents limited
the assessment of glycemic results at those settings and, for that reason, results at
these Target settings were not included in this user guide.
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Glycemic Results Overall (24 hours)

Children (6 to 13.9 years) | Adolescents & Adults (14
(n=112) to 70 years)
(n=128)
Characteristic Stan | Omni- | Change| Stan- | Omni- | Change
dard pod 5 dard pod 5
era - era -
py Py
Avg A1C% 7.67% |6.99% |-0.71%* 7.16% |6.78% |-0.38%*
(std dev) (0.95%)| (0.63%) (0.86%)| (0.68%)
Avg % time 70-180mg/d|.52.5% | 68.0% | 15.6%* | 64.7% | 73.9% | 9.3%*
(std dev) (15.6%)| (8.1%) (16.6%)| (11.0%)
Avg sensor glucose, mg/ 183 160 -23* 161 154 -8*
dL (32) (15) (28) a7
(std dev)
Avg standard deviation ¢f68 60 -9* 57 49 -8*
sensor glucose, mg/dL | (13) (10) (14) (12)
(std dev)
Avg cee cient of varia- | 37.5% | 37.0% |-0.4% 35.2% | 31.7% | -3.5%*
tion of sensor glucose, %(5.1%) | (3.9%) (5.7%) | (4.7%)
(std dev)
% Time in Glucose
Range
. 0.10% |0.23% |0.04% | 0.22% | 0.17% | -0.08%
0,
gjld'g‘s)/‘) <54mg/dL | 500, | (0.08, (0.00, | (0.08,
: 0.41) |0.42) 0.77) |0.28)
. 13% |1.480 |0.086 |2.006 |1.0% |-0.89%
0,
?/IQeld%ng)A) <7omgfdL | 042 | (0.6, (0.63, |(0.46,
' 2.67) |2.23) 4.06) | 1.75)
Avg % >180mg/dL 45.3% |30.2% |-15.1%* 32.4% | 24.7% | -7.7%*
(std dev) (16.7%)| (8.7%) (17.3%)| (11.2%)
Avg % 250mg/dL 19.1% | 9.6% -9.4%* | 10.1% | 5.8% -4.3%*
(std dev) (13.1%)| (5.4%) (10.5%)| (5.5%)
Avg % 300mg/dL 8.5% 3.5% 5.1%* | 3.7% | 1.7% -2.0%*
(std dev) (8.9%) | (2.9%) (5.5%) | (2.5%)

Most of the primary and secondary results are presented as averages (av@rdvie iziah

(std dev) values in brackets. Time in range < 70mg/dL and < 54mg/dL is reported as medians with
interquartile ranges in brackets(Q1,@3nedian is the middle number in an ascending list of
numbers and the interquartile range represents the middle 50% of values.

*Change between standard therapy phase and Omnipod 5 System phase wasgtatistitally si
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Glycemic Results Overnight (12:00AM to 6:00AM)

Children (6 to 13.9 years) Adolescents & Adults (14 to 7(
(n=112) years)
- (n=128)
Characteristic : :
Stan Omnip- | Change | Stan Omnip- | Change
dard od5 dard od5
erapy erapy
Avg % time 70- [ 55.3% | 78.1% |22.9%* | 64.3% |78.1% |13.8%*"
180mg/dL (19.0%) | (10.8%) (19.5%) | (13.9%)
(std dev)
Avg sensor glu- | 177 149 -29* 160 149 -11*
cose, mg/dL (35) (17) (34) (22)
(std dev)
Avg standard de-| 61 48 -13* 56 44 -12*
viation of sensor | (15) (12) a7 (13)
glucose, mg/dL
(std dev)
Avg cee cient of | 34.646 31.9% -2.9%¢ 35.06 28.9% -6.26"
variation of sen- | (7.1%) | (5.6%) (7.9%) | (5.8%)
sor glucose, %
(std dev)
Percentage time
in glucose range,
%
Median 0.00% 0.0% 0.026 0.00% 0.0% 0.00%0*
% <54mg/dL (0.00, (0.02, (0.00, (0.02,
(Q1,Q3) 0.30) 0.32) 1.06) 0.30)
Median 0.78% |0.78% | 0.01%* | 2.07% |0.82% |-0.86%*
% <70mg/dL (0.00, (0.37, (0.50, (0.31,
(Q1,Q3) 2.84) 1.49) 5.54) 1.62)
Avg % >180mg/ | 42.2% | 20.7% |-21.5%* | 32.1% |20.7% |-11.3%*
dL (20.0%) | (10.8%) (20.2%) | (14.1%)
(std dev)
Avg % 250mg/ |16.3% |5.4% -10.9%* | 10.6% | 4.8% -5.7%*
dL (15.0%) | (5.1%) (12.7%) | (7.0%)
(std dev)
Avg % 300mg/ | 6.7% 1.8 -4.8%* 4.2% 1.5% -2.7%*
dL (9.1%) (2.5%) (8.0%0) (3.1%)
(std dev)

*Change between standard therapy phase and Omnipod 5 System phase wasgtatistitally Si
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e table below provides information on the average change in A1C% from

baseline to the end of the 3-month Omnipod 5 System treatment phase analyzed

by baseline A1C% in children (6 to 13.9 years) and adolescents and adults (14 to
70 years). Adolescents, adults, and children experienced a reduction iarA1C a

3 months of Omnipod 5 System use regardless of baseline ALC < 8% or 8%

category.

Subgroup Analysis of Change in Average A1C(%) by Baseline A1C(%)

Adoles
cents & Baseline A1C <8% (n=105) Bdse A1C 8% (n=23)
Adults
Baseline | OMnip- Change | Baseline SIMER Change
od5 od 5
AlC% 6.86% 6.60% 8.55% 7.63%
(stddevi | (059%) | (0.53%) | 027" | (0.4200) | (0.67%) | 0-91%"
Children Baseline A1C <8% (n=73) Baseline A1C 8% (n=39)
g Omnip- - Omnip-
Baseline od 5 Change | Baseline od 5 Change
A1C% 7.11% 6.69% 8.73% 7.56%
(stddev) | (0.50%) | (0.44%) | O*°%" | (0.63%) | (0.54%) | 18"

*Average A1C values are reported with standard deviation values in brackets.

*Change between standard therapy phase and Omnipod 5 System phase wasgtatistitally si
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e table below provides information on the average glycemic results at baseline
(or during standard therapy phase) and the 3-month Omnipod 5 System
treatment phase analyzed by baseline treatment (standard therapy). Standard
therapy consisted of multiple daily insulin injections (MDI) or insulin pump
use. Time in range (70-180 mg/dL) and A1C were improged months of
Omnipod 5 System use regardless of baseline treatment type. A er 3 months
of Omnipod 5 System use, time <70mg/dL improved in adolescents and adults
regardless of baseline therapy, but remained unchanged in children.

Subgroup Analysis of Average Glycemic Results by Baseline Treatment in
Children (6 to 13.9 years)

MDI (n=13) Insulin Pump (n=99)
Characteristic Standard . Standard .
erapy Omnipod 5 erapy Omnipod 5
% Time in range 70- o ok o ok
180mg/dL 52% 69% 53% 68%
% Time <70mg/dL. 1.54% 1.41% 1.38% 1.49%
Al1C% 7.7% 6.7%* 7.7% 7.0%*

*Change between standard therapy phase and Omnipod 5 System phase wasgtatistitally Si
*Values presented for % Time <70mg/dL are medians, the remaining values in the taigesre aver

Subgroup Analysis of Average Glycemic Results by BaselineTreatment in
Adolescents and Adults (14 to 70 years)

MDI (n=20) Insulin Pump (n=105)
Characteristic Standard | Omnipod 5 | Standard | Omnipod 5
erapy erapy

% Time in range 70- 60% 72%* 66% 74%*

180mg/dL

% Time <70mg/diL. 2.38% 0.79%* 1.93% 1.16%*

Al1C% 7.6% 7.0%* 7.1% 6.7%*
*Change between baseline/standard therapy and the Omnipod 5 System phaseallyas statistic
signi cant.

*Values presented for % Time below 70mg/dL are medians, the remaining values irethe table a
averages.

An analysis by baseline demographic characteristics, including those mentioned
in the subgroup analyses above, demonstrated similar glycemic improvement
as the overall study population. Please note that the study was not designed to
determinedi erences in ber t or risk from each subgroup.
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e table below provides information on the average insulin requirements

during the standard therapy phase and the 3-month Omnipod 5 System phase.
Total daily insulin requirements increased in childaad decreased slightly in
adolescents and adults.

Children (6 to 13.9 years) Adolescents & Adults (14 to 70
(n=112) years)
(n=128)

Characteristic | gtandard| omnip- | change | Standard Omnip- | change

erapy od5 erapy od5

. 344 37.2 2.9* 48.2 46.4 -1.8*
Avg total daily
insulin (U) (17.5) | (19.6) (21.0) (12_3.1)
(std dev)
. 0.85 0.92 0.07* 0.61 0.59 -0.02*

Avg total daily
insulin, U/kg (0.24) | (0.25) (0.22) | (0.22)
(std dev)
Avg total daily 0.36 0.47 0.10* 0.31 0.30 -0.01
basal insulin, (0.13) (0.15) (0.11) (0.11)
U/kg
(std dev)
Avg total daily 0.48 0.45 -0.03* 0.31 0.29 -0.01
bolus insulin, (0.18) (0.13) (0.16) (0.12)
U/kg
(std dev)

*Change between standard therapy phase and Omnipod 5 System phase wasgtatistitally si

Body Mass Index Results

e table below provides information on the average body mass index (BMI),
which is a measure of weight adjusted for height, and BMI z-score, which is a
measure of weight adjusted for height, sex, and age, during the standard therapy
phase and the 3-month Omnipod 5 System phase in children. Although BMI
increased in children, the BMI z-score remained unchanged.

Children (6 to 13.9 years)
Characteristic n=112

Standard erapy Omnipod 5 Change
BMI, kg/m? 18.6 19.2 0.54*
(std dev) (3.2) (3.6)
BMI z-score 0.4 0.4 0.03
(std dev) (0.8) (0.8)

*Change between standard therapy phase and Omnipod 5 System phase wasgtatistitally Si
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e table below provides information on the average % of time study participants
used the Omnipod 5 System in Automated Mode.

Percent Time Spent in Automated Mode

Children Adolescents & Adults
(6 to 13.9 years) (14 to 70 years)
n=112 n=128

% Time in Automated 95.2% 94.8%

Mode (4.0%) (6.0%)

(std dev)

Adverse Events

e table below provides a full list of the adverse events that occurred during the
3-month Omnipod 5 System treatment phase. ere were 3 severe hypoglycemia
events not attributable to the Omnipod 5 System automated insulin delivery
or system malfunction and 1 DKA event from a suspected infusion site failure.
Other related, but non-glycemic adverse events included infection or irritation at
infusion site (2 children, 2 adolescents/adults).

Adverse Events during the Omnipod 5 System Phase

Adverse Event Type Children Adolescents & | Total
(6t0 13.9 Adults (6 to 70 years)
years) (14 to 70 years) (N=240)
(n=112) (n=128)
Hypoglycemia 1 0 1
Severe Hypoglycemia 1 2 3
DKA 1 2 1
Hyperglycemia® 1 2 3
Prolonged Hyperglycemia 13 5 18
Other 8 8 16

Results reported as number of events.

*Hypoglycemia resulting in a serious adverse event, but otherwise not mestitigritaé severe
hypoglycemia.

SRequired the assistance of another person,

*Hyperglycemia requiring evaluation, treatment or guidance from iri@rgitat or hyperglycemia
resulting in a serious adverse event.

“Meter blood glucose measuring 300mg/dL and ketones >1.0mmol/L
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e tables below provide information on the glycemic results at various self-
selected Target Glucose settings during the 3-month OmBiSgstem phase of
the pivotal study. Of the customizable Glucose targets, the most seletfétl was

mg/dL.

Overall (24 hours) Glycemic Results at Target Glucose Settings
in Children (6 to 13.9 years) from Pivotal Study

Characteristic 110mg/ | 120mg/dL | 130mg/dL | 140mg/dL| 150mg/
dL Target| Target Target Target dL Target
Glucose | Glucose | Glucose | Glucose | Glucose*

(n=98) (n=74) (n=47) (n=12) (n=9)

Avg % time 70-180 68.4% 67.5% 64.2% 59.2% 53.3%

mg/dL (9.1%) (9.7%) (14.3%) (16.9%) (18.2%)

(std dev)

Avg sensor glucose 159 163 169 178 183.6

mg/dL a7 (16) (24) (24) (23.9)

(std dev)

% Time in glucose

range

Median % <54 mg/ 0.22% 0.18% 0.09% 0.04% 0.00%

dL (0.06, (0.05, (0.00, (0.00, (0.00, 0.00

(Q1, Q3) 0.49) 0.33) 0.21) 0.34)

Median % <70 mg/ 1.51% 1.16% 0.71% 0.59% 0.12%

dL (0.78, (0.58, (0.26, (0.05, | (0.00,0.21

(Q1, Q3) 2.38) 1.94) 1.63) 1.52)

Avg % >180 mg/dL 29.7% 31.1% 34.5% 39.9% 46.4%

(std dev) (9.6%) (10.0%) | (14.8%) (16.6%) (18%)

Avg % 250 mg/dL 9.7% 10.0% 11.8% 14.6% 13.3%

(std dev) (5.8%) (6.3%) (9.0%) (11.1%) (11.9%)

Cumulative number 6,289 2,716 941 99 73

of person-days
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Overall (24 hours) Glycemic Results at Target Glucose Settings in
Adolescents and Adults (14 to 70 years) from Pivotal Study

person-days

Characteristic 110 mg/dL 120 mg/dL 130 mg/dL
Target Glucose | Target Glucose | Target Glucose*
(n=121) (n=54) (n=9)
Avg % time 70-180 mg/dL 75.6% 73.4% 63.6%
(std dev) (9.9%) (12.1%) (25.9%)
Avg sensor glucose, mg/d 151 156 172
(std dev) (15) (18) (33)
% Time in glucose range
Median % <54 mg/dL 0.16% 0.11% 0.00%
(Q1, Q3) (0.05, 0.26) (0.00, 0.33) (0.00, 0.00)
Median % <70 mg/dL 0.99% 0.91% 0.26%
(Q1, Q3) (0.47, 1.67) (0.31, 1.68) (0.05, 0.63)
Avg % >180 mg/dL 23.1% 25.4 % 35.9%
(std dev) (10.2%) (12.3%) (26.1%)
Avg % 250 mg/dL 5.1% 5.8% 9.6%
(std dev) (4.6%) (6.4%) (12.3%)
Cumulative number of 9,278 1,827 178

*Results for the 140 mg/dL and 150 mg/dL (with the Activity feature OFF) Target Glucose settings in

adults are not shown due to too few participants selecting them (n 2).
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Glycemic Results at Target Glucose Settings in Pre-Pivotal Study

e goal of the pre-pivotal study of the Omnipod 5 System was to assess the
safety ad e cacy of the system. is single-arm, multicenter, prospective study

enrolled 18 children (6 to 13.9 years) and 18 adults (14 to 70 years) with type 1
diabetes. A 2-week standard therapy phase (usual insulin regimen) was followed
by 2 weeks of Omnipod 5 System use in Automated Mode. e 2-week Omnipod
5 phase included 3 days of required use at each of the Target Glucose settings of
130 mg/dL, 140 mg/dL, and 150 mg/dL for a total of 9 days, followed by 5 days of

free choice of Target Glucose ranging from 110-150 mg/dL.

Overall (24 hours) Glycemic Results at Target Glucose Settings in Children
(6 to 13.9 years) from Pre-Pivotal Study

Characteristic 110mg/dL | 120mg/dL | 130mg/dL | 140mg/dL | 150mg/dL
Target Target Target Target Target
Glucose | Glucose | Glucose | Glucose | Glucose
(n=11) (n=3) (n=18) (n=18) (n=18)°
Avg % time 70-180 71.2% 66.8% 61.5% 64.8% 53.5%
mg/dL (10.2%) | (12.9%) (7.7%) (11.6%) | (11.0%)
(std dev)
Avg sensor glucose, 155.2 170 174.1 172.7 182.9
mg/dL (18.2) (16) (11.4) (17.2) (15.3)
(std dev)
% Time in glucose
range
Median % <54 mg/dll  0.1% 0.2% 0.0% 0.0% 0.0%
(Q1, Q3) (0.0,0.4)| (0.0,0.3)| (0.0,0.3)| (0.0,0.0)| (0.0,0.1)
Median % <70 mg/dll  0.9% 0.3% 0.5% 0.1% 0.5%
(Q1, Q3) (0.4,2.8)| (0.2.2.2)| (0.1,0.8)| (0.0,0.5)| (0.0,0.8)
Avg % >180 mg/dL 27.1% 32.3% 37.7% 34.6% 45.9%
(std dev) (11.4%) | (11.9%) (7.9) (12.1%) | (11.0%)
Avg % 250 mg/dL 6.8% 14.4% 13.2% 10.6% 12.8%
(std dev) (6.3%) (6.2%) (5.8%) (7.3%) (8.1%)
Cumulative number 47.7 8.7 73.3 56.3 61.5
of person-days

Al participants initiated the system at the 130 mg/dL Target Glucose for 3 days.

b e glycemic results at the 150 mg/dL Target Glucose setting include times withtiheAitiei ON
and OFF, meaning the results recorded during this time may include thoseigipantpgelt their
insulin needs were reduced.
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Overall (24 hours) Glycemic Results at Target Glucose Settings in
Adolescents and Adults (14 to 70 years) from Pre-Pivotal Study

Characteristic 110mg/dL | 120mg/dL | 130mg/dL | 140mg/dL | 150mg/dL
Target Target Target Target Target
Glucose | Glucose | Glucose | Glucose | Glucose
(n=12) (n=7) (n=18) (n=18) (n=18)°
Avg % time 70-180 72.5% 70.9% 75.1% 67.6% 63.7%
mg/dL (9.4%) (11.3%) | (11.6%) (9.2%) (7.8%)
(std dev)
Avg sensor glucose, 153.8 159.7 153.8 165.4 169.8
mg/dL (14.8) (11) (14.9) (11.5) (9.4)
(std dev)
% Time in glucose
range
Median % <54 mg/dll  0.0% 0.0% 0.0% 0.0% 0.0%
(Q1, Q3) (0.0,0.0)| (0.0,0.0)| (0.0,0.2)| (0.0,0.1)| (0.0,0.2)
Median % <70 mg/dll.  0.5% 0.4% 0.9% 0.1% 0.2%
(Q1,Q3) (0.0,14)| (0.0,0.6)| (0.4,1.2)| (0.0,0.6)| (0.0,0.9)
Avg % >180 mg/dL 26.4% 28.7% 23.4% 31.7% 35.7%
(std dev) (10.0%) | (11.2%) | (11.4%) (9.2%) (7.9%)
Avg % 250 mg/dL 4.1% 5.2% 5.0% 5.1% 6.0%
(std dev) (3.4%) (5.5%) (4.6%) (4.5%) (4.8%)
Cumulative number 41.1 28 58.8 58.4 60.3
of person-days

Al participants initiated the system at the 130 mg/dL Target Glucose for 3 days.

b e glycemic results at the 150 mg/dL Target Glucose setting include times withtihfeaictiei ON
and OFF, meaning the results recorded during this time may include thoseigibentpéelt their
insulin needs were reduced.
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A study was conducted on 25 patrticipants with type 1 diabetes aged 6-70 years
to assess the Omnipod 5 CGM-informed SmartBolus Calculator. During

Phase 1, participants used the Omnipod 5 system in Manual Mode for the

rst 7 days without a connected CGM (standard SmartBolus Calculator). In
Phase 2, participants used the Omnipod 5 system in Manual Mode with a
connected CGM (CGM-informed SmartBolus Calculator) for 7 days. Boluses
were calculated using stored pump settings plus user-estimated meal size and/
or either a manually entered glucose value (standard SmartBolus Calculator)
or an imported current CGM value and trend (CGM-informed SmartBolus
Calculator). Both versions of the SmartBolus Calculator considered insulin

on board (IOB) in the bolus calculations. e CGM-informed calculator
automatically increased or decreased the suggested bolus amount based on
the CGM trend. e primary analysis of the study was to compare the percent

of time spent < 70 mg/dL and > 180 mg/dL for the 4 haerraiay bolus as
measured by CGM between the two studyghag results indicate that the

use of the CGM-informed SmartBolus Calculator was associated with less time in
hypoglycemia within 4 hours of bolusing.

Comparison of Glycemic Measures from Phase 1 (Standard SmartBolus
Calculator) and Phase 2 (CGM-Informed SmartBolus Calculator) for the 4
hours After any Bolus (N=25)

Percent time in glucose | Standard Smart CGM-Informed .
range as measured by CGNI Bolus Calculator Smartl_?;)tl;s Caled Dierence
70-180 ool o 1% e 1.3%
< 70 mg/dL %28%" %218? -0.6%*
< 54 mg/dL ?fg? (()(')f”;? -0.2%
- 180 myioL 2 o 1o
250 mg/dL *(36_2;;" 3‘5.‘?3 1.4%
300 mL 2 0% 2% 06%

Data is presented as average (standard deviation). Signi cant di erences (p<0.0l)ateslvigtin
an asterisk.
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e goal of this study was to assess the safety and e ectiveness of the Omnipod
5 System in children with type 1 diabetes aged 2 to 5.9 years. is single-arm,
multicenter, prospective study enrolled 80 children.

A 2-week standard therapy phase (usual insulin regimen) was followed by 3
months of the Omnipod 5 System use in Automated Mode. e primary analysis
consisted of A1C and sensor glucose time in range (70-180 mg/dL) results.

e primary safety endpoints included the incidence of severe hypoglycemia

and diabetic ketoacidosis (DKA). An analysis of the secondary endpoints and
additional metrics was also performed. An analysis of the primary, secondary, and
safety results are presented in the tables below.

Of the 80 participants enrolled, 100% completed the trial. e study population
consisted of children diagnosed with type 1 diabetes based on the investigator's
clinical judgement. All participants were required to have an A1C < 10.0%

at screening. Participants had to be living with a parent or legal guardian. No
participants with the following conditions were enrolled:

History of severe hypoglycemia or DKA in the past 6 months

» Sickle cell disease, adrenaliciency, abnormal kidney function (eGFR
< 45), hemophilia or any other bleeding disorders, untreated thyroid
disease

» Plans to receive blood transfusion during study

» Taking oral or injectable steroids or diabetes medications other than
metformin and insulin

e safety and e ectiveness of the Omnipod 5 System in users with the conditions
above is unknown. Please note that the study exclusion list above is condensed
and does not include every exclusion criterion. e trial was registered at
clinicaltrials.gov, a national database of clinical trials in the United States, with ID
number NCT04476472. Full details of the study criteria can be found there.
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Demographics

Baseline characteristics, including demographics of the participants at the start of
the 3-month Omnipod 5 treatment phase, are provided in the table below.

Baseline Characteristics at Omnipod 5 Treatment Phase Start

Characteristic

n 80

Age (years) + std dev 47+1.0
Duration of diabetes (years) 23+11
A1CS§ 7.4% + 1.0%
Daily insulin dose (U/kg) ¥ 0.69+0.18
Body mass index (BMI) (kg/m 16.7+ 1.5

Female sex

34 (42.5%)

PreviousY or current continuous glucose monitor
(CGM) use

78 (97.5%)

Previous{ or current pump use

68 (85.0%)

Using multiple daily injection as standard therapy
method

12 (15.0%)

Race/ Ethnicity

White

67 (83.8%)

Hispanic or Latino 5 (6.3%)
Black or African American 4 (5.0%)
Black or African American, White 3 (3.8%)
Asian 3 (3.8%)
Asian, White 2 (2.5%)
Hispanic or Latino 1(1.3%)
Not Hispanic or Latino 1 (1.3%)
Other (Dominican) 1(1.3%)

Hispanic or Latino 1 (1.3%)

Plus-minus values are average tstandard deviation; results reportedbégtimbrackets

aerwards represent number of participants (% of participants).

§A1C determined from laboratory assessment.

¥Baseline total daily insulin dose was determined from data collectetielstamgiard therapy
phase.

Previous use is de ned as having used the device for any duration in the past.

T Race and ethnicity were reported by the participants. Groups are not muisaky, excl
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Glycemic Results

e tables below include information on the primary and secondary glycemic
results from the standard therapy phase compared to the 3-month Omnipod

5 System treatment phase. e primary results of the study included change in
average A1C% and % time in range (70-180mg/dL). Participants experienced
improvements in A1C and overall time in rangeg @ months of Omnipod 5
System usas result was achieved with a reduction of time >180 mg/dL as well
as a reduction in median time <70 mg/dL.

Some limitations to the study include: 1) single-arm design with no control group
which could lead to an over-estimate of glycemic improvement; 2) standard
therapy phase was shorter than the Omnipod 5 System phase.

Glycemic Results Overall (24 hours)

Characteristic Standard Omnipod 5 Change
Therapy

Avg A1C% 7.4% 6.9%

(std dev) (1.0%) (0.7%) -0.55%*

Avg % time 70-180mg/ 57.2% 68.1% 10.9%*

dL (std dev) (15.3%) (9.0%) I

Avg sensor glucose, 1711 157.4 13.7*

mg/ dL, (std dev) (30.5) (16.8) )

Avg standard deviation

of sensor glucose, mg/ (%2) (?g'g) -5.3*

dL (std dev) ' )

$YJ FRHI{FLHQW R

varia- tion of sensor é58510;/° 17070;/0 -0.4%

glucose, % (std dev) (5.5%) (4.0%)

% Time in Glucose

Range

Median % <54mg/ 0.24% 0.26% 0.06%

dL (Q1, Q3) (0.05, 0.84) (0.16, 0.60) LoD

Median % <70mg/ 2.19 1.94 0.27%*

dL (Q1, Q3) (0.89, 4.68) (1.18, 3.43) S0

Avg % >180mg/ 39.4% 29.5% -9.9%*

dL (std dev) (16.7%) (9.8%) I

$YJ . PJ 14.8% 9.2% -5.6%"

dL (std dev) (12.1%) (5.6%) o7

$YJ . PJ 6.0% 3.2% 2. 7%+

dL (std dev) (7.3%) (2.8%) 170

Most of the primary and secondary results are presented as averages (avg)andtdestand
viation (std dev) values in brackets. Time in range < 70mg/dL and < 54mg/dL is reported as
medians with interquartile ranges in brackets(Q1, ®&)edian is the middle number in

an ascending list of numbers and the interquartile range represents the middle66%6 of va
*Change between standard therapy phase and Omnipod 5 System phase was statistically

signi cant
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Glycemic Results Overnight (12:00AM to 6:00AM)

Characteristic Standard f
Therapy Omnipod 5 Change
Avg % time 70-180mg/ 58.2% 81.0% 22.8%*
dL (std dev)
(18.7%) (10.0%)
Avg sensor glucose, 168.1 140.7 -27.4*%
mg/ dL, (std dev)
(33.3) (16.4)
Avg standard deviation 58.0 455
of sensor glucose, mg/ -12.5%
dL (std dev) (14.0) (10.8)
$YJ FRHI¢{(FLHQW R34.7% 32.1%
varia- tion of sensor -2.6%*
glucose, % (std dev) (6.6%) (5.2%)
% Time in Glucose
Range
Median % <54mg/ 0.00% 0.18%
dL (Q1, Q3) 0.00%
(0.00, 0.97) (0.06, 0.53)
Median % <70mg/ 1.66% 1.58%
dL (Q1, Q3) -0.44%*
(0.40, 4.21) (0.65, 2.89)
Avg % >180mg/ 38.4% 16.9%
dL (std dev) -21.5%*
(20.1%) (10.3%)
$YJ < PJ 13.0% 3.9%
dL (std dev) -9.1%*
(13.2%) (3.9%)
$YJ < PJ 4.3% 1.2%
dL (std dev) -3.1%*
(6.7%) (1.6%)

*Change between standard therapy phase and Omnipod 5 System phase was statistically
signi cant
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Change in A1C Analyzed by Baseline A1C

e table below provides information on the average change in A1C% from
baseline to the end of the 3-month Omnipod 5 System treatment phase analyzed
by baseline A1C%. Participants experienced a reduction in éf3aonths of
Omnipod 5 System use regardless of baseline ALC < 8% or 8% category.

Subgroup Analysis of Change in Average A1C(%) by Baseline A1C(%)

Baseline A1C <8% (n=55) %DVHOLQH $ & - Q
Baseline Omr15|pod Change | Baseline Omr%lpod Change
AlC% 6.9% 6.6% 8.5% 7.5
-0.31%* -1.06%
(std dev)f| (0.6%) (0.6%) (0.5%) (0.4%)

*Change between standard therapy phase and Omnipod 5 System phase was statistically
signi cant

sAverage A1C values are reported with standard deviation values in brackets.

Glycemic Results by Baseline Treatment

e table below provides information on the average glycemic results at baseline
(or during standard therapy phase) and the 3-month Omnipod 5 System
treatment phase analyzed by baseline treatment (standard therapy). Standard
therapy consisted of multiple daily insulin injections (MDI) or insulin pump
use. Time in range (70-180 mg/dL) and A1C were improged enonths of
Omnipod 5 System use regardless of baseline treatment type. Time <70mg/dL
improved in participants on an insulin pump at baseline and remained low in
those on MDI at baseline.

Subgroup Analysis of Average Glycemic Results by Baseline Treatment

o', Q Insulin Pump (n=68)
Characteristic ?.tr? :g?)r;,j Omnipod 5 ?.tr? :ggy Omnipod 5
% Time in range 48% 62%* 59% 69%*
70- 180mg/dL
% Time <70mg/dL 1.45% 1.48% 2.44% 2.00%*
A1C% 8.4% 7.5%* 7.3% 6.8%*

*Change between standard therapy phase and Omnipod 5 System phase was statistically
signi cant
+Values presented for % Time <70mg/dL are medians, the remaining values in the table are

averages.
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Insulin Requirements

e table below provides information on the average insulin requirements during
the standard therapy phase and the 3-month Omnipod 5 System phase. Total
daily insulin requirements remained unchanged except for an increase in total
daily basal insulin.

Characteristic Standard q
Therapy Omnipod 5 Change
Avg total daily insulin (U) 13.7 14.1
0.4
(std dev) (4.4) (4.0)
Avg total daily insulin, U/kg 0.69 0.71
0.02
(std dev) (0.18) (0.15)
Avg total daily basal insulin, 0.28 0.32
0.04*
U/kg, (std dev) (0.12) (0.10)
Avg total daily bolus insulin, 0.41 0.39 -0.02
U/kg, (std dev) (0.15) (0.10) (0.10)

*Change between standard therapy phase and Omnipod 5 System phase was statistically
signi cant

Body Mass Index Results

e table below provides information on the average body mass index (BMI) and
BMI z-score during the standard therapy phase and the 3-month Omnipod 5
System phase. BMI and BMI z-score did not change between the two phases.

Characteristic Standard q

Therapy Omnipod 5 Change
BMI, kg/m2 (std dev) | 16.7 (1.5) 16.7 (1.4) 0.1
BMI z-score (std dev)| 0.74 (0.95) 0.76 (0.89) 0.05

Omnipod 5 System Use

e median (Q1, Q3) % of time study participants used the Omnipod 5 System in
Automated Mode was 97.8% (95.8, 98.5).
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e table below provides a full list of the adverse events that occurred during the
3-month Omnipod 5 System treatment phase. Other related, but non-glycemic
adverse events included skin irritation (n=2), cellulitis (n=1), and ketosis not
meeting the DK de nition (n=2).

Adverse Events during the Omnipod 5 System Phase

Adverse Event Type Omnipod 5
Hypoglycemia 0
Severe Hypoglycemia § 0
DKA 0
+\SHUJO\FHPLD A 4
Prolonged Hyperglycemia ** 20
Other 5

Results reported as number of events.
+Hypoglycemia resulting in a serious adverse event, but otherwise not meetinigcghe d
of severe hypoglycemia.
sRequired the assistance of another person.

Hyperglycemia requiring evaluation, treatment or guidance from intervsite, or hy-
perglycemia resulting in a serious adverse event.

~Meter blood glucose measuring 300mg/dL and ketones >1.0mmol/L
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Glycemic Results at Target Glucose Settings

e tables below provide information on the glycemic results at various self-
selected Target Glucose settings during the 3-month Omnipod 5 System phase of
the pivotal study. e most commonly selected target glucose values were 110mg/
dL and 120mg/dL, which were used 33% and 42% of the time, respectively.

Overall (24 hours) Glycemic Results at Target Glucose Settings

Characteristic 110mg/ 2 J 130mg/ 140mg/ 150mg/
dL dL dL dL dL

Target Target Target Target Target

Glucose | Glucose | Glucose | Glucose | Glucose*

(n=47) (n=61) (n=47) Q (n=16)
Avg % time 70- 69.3% 68.3% 67.3% 63.0% 65.0%
180 mg/dL, (std
dev) (9.5%) (11.3%) (14.6%) (11.9%) (15.0%)
Avg sensor glucose 153 157 161 169 169
mg/dL, (std dev)

(18) (21) (25) (18) (20)

% Time in glu-
cose range
Median % <54 0.3% 0.2% 0.2% 0.2% 0.06%
mg/ dL, (Q1, Q3)

(0.2,0.7) | (0.1,0.5) | (0.05,0.7)| (0.03,0.5)| (0.0,0.2)
Median % <70 2.4% 1.6% 1.4% 1.4% 0.8%
mg/ dL, (Q1, Q3)

(1.5,3.9 | (1.1,2.7)| (0.6,2.9)| (0.4,2.7)| (0.1,2.0)
Avg % >180 mg/dL | 27.6% 29.3% 30.4% 35.4% 33.9%
(std dev) (10.5%) (12.1%) (15.4%) (12.2%) (15.0%)
$YJ . PJ [G/7.7% 8.9% 10.6% 12.6% 11.4%
(std dev) (5.9%) (6.2%) (9.4%) (6.2%) (7.2%)
Cumulative num-
ber of person-days 2438.4 3083.5 1066.6 404.0 237.0

*Glycemic measures reported at the 150 mg/dL Target Glucose setting only

included those with the Activity feature turned OFF.

331



A study was conducted on 5 participants with type 1 diabetes aged 2-5.9 years
to assess the Omnipod 5 CGM-informed SmartBolus Calculator in Manual
Mode. During Phase 1, participants used the Omnipod 5 system in Manual
Mode for tre rst 7 days without a connected CGM (standard SmartBolus
Calculator). In Phase 2, participants used the Omnipod 5 system in Manual
Mode with a connected CGM (CGM-informed SmartBolus Calculator) for 7
days. Boluses were calculated using stored pump settings plus user-estimated
meal size and/ or either a manually entered glucose value (standard SmartBolus
Calculator) or an imported current CGM value and trend (CGM-informed
SmartBolus Calculator). Both versions of the SmartBolus Calculator considered
insulin on board (I0OB) in the bolus calculations. e CGM-informed calculator
automatically increased or decreased the suggested bolus amount based on the
CGM trend. e primary analysis of the study was to compare the percent of time
spent < 70 mg/dL and > 180 mg/dL for the 4 hoarsay bolus as measured by
CGM between the two study pkas e results showed that the CGM-informed
SmartBolus Calculator provided similar glycemic results as the standard
SmartBolus calculator when used in Manual Mode.

Comparison of Glycemic Measures from Phase 1 (Standard SmartBolus
Calculator) and Phase 2 (CGM-Informed SmartBolus Calculator) for the 4
hours After any Bolus (N=5)

Percent time in glu- Standard CGM:-Informed
cose range as measured | Smart- Bolus SmartBolus Difference
by CGM Calculator Calculator
70-180 mg/dL 59.6% 62.8%
3.15%
(7.1%) (15.5%)
< 70 mg/dL 5.16% 4.03%
-1.13%
(4.99%) (3.28%)
< 54 mg/dL 1.47% 0.81%
-0.66%
(1.88%) (0.91%)
> 180 mg/dL 35.2% 33.2%
-2.03%
(10.3%) (18.5%)
D PJ G/ 9.4% 7.9%
-1.55%
(5.7%) (6.4%)
o PJ G/ 2.33% 1.99%
-0.34%
(2.69%) (2.05%)

Data is presented as average (standard deviation).
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CHAPTER 26
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e following topics have been frequently asked during the use of Omnipod 5,
and the main causes and recommended actions are listed below.

Pod Issues
Issue Possible Cause What you can do
During Pod Pod not lledwithat | Make sure the Pod is lled with
activation, least 85 units of insulin.at least 85 units of insulin. If you
did not hear have lled the Pod with at least
the 2 beep 85 units and you still do not hea
can rmation 2 beeps, you will need to discard
aer lling the the Pod and start a new one.
Pod with insulin
e adhesive It is important that Make sure that the skin is clean

around the Pod
keeps li ing from
the skin

the Pod stays on the

body to ensure that the Avoid the use of moisturizers,
cannula stays under theils, conditioners, sunscreen, 0

skin to deliver insulin.
If the area where you
apply the Pod is not

cleaned and dry, the
adhesive may not stick
well.

and dry before applying the Po

insect repellent around the site
If there is a lot of body hair, you
may need to clip or shave the a
24 hours prior to Pod change.
Be sure to remove old adhesivg
residue from the skin. Insulet h
produced a special tape called
PodPals™ that can help keep
Pod on for longer.

Pod alarm
sounding

Because the delivery
of insulin is so critical
to your health, itis
important to know if

the Pod stops working.

e Pod may stop
working for many
reasons, for example,
blockage (occlusion) i
detected, electrostatic
dischargex ects
the circuit, or some
interference is detecte

is continuous loud noise is
intended to alert you to remove
the Pod and replace it with a ne
one. You can try to deactivate
the Pod with your Omnipod 5
App. Occasionally, the App will
not be able to communicate
awith the Pod and you will have
5to discard the Pod. In this case

you will need to remove the Pod

o

ww

=

ed

rea

the

W

and disable the alarm switch. See

pagel97for guidance.
d.
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Issue

What you can do

Where to see hov
much insulin is

delivered while in
Automated Mode

v e CGM graph will show you the latest CGM value
received by the Pod and what mode of insulin delivery
system is in. (To see the graphVIEWrom the lower
right part of the Home screen.) e graph will also show
when your last boluses were delivered. You can see or
legend for the graph that insulin suspension is shown &

red bar, and maximum delivery during Automated Mode

is shown as the orange bar.

To know the exact amount of insulin delivered in
Automated Mode, goto:

Menu button () > History Detai* AUTO EVENTS

is will show you the time, CGM value, and
corresponding amount of insulin delivered at each
5-minute interval.

Wherebd nd
history of insulin
deliveries

e Omnipod 5 App maintains the history for previous
insulin deliveries. You can check histenu button (

) > History Detai® Summary Scroll down and look for
previous insulin deliveries. If you tap the entry, you will

see how the calculations for the bolus were made if the

SmartBolus Calculator was used.

the

nthe
1S the
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Issue Possible Cause What you can do
Controller Device error Try restarting the Controller by
unable to power holding down the Power button for
on or screen is 10 seconds. e Controller should
unreadable restart and regain communication
successfully. If the issue does not
resolve, call Insulet Customer Care
1-800-591-3455.
It is important to keep your settings
recorded or written down in a
safe place so that you can starta
replacement system without delay.
Insulet does not keep your insulin
delivery settings.
Screen turns blackScreen Time-Out| You can change the screen setting
(timesout)too | setting needs that the screen stays on for longer.
soon adjustment. your Controller, go tdvlenu button
() >Settings >PDM Devicer
Screen Time-Out.
is can be set to 30 seconds, 1
minute, or 2 minutes.
Controller unable| Battery is Charge (or continue to charge)
to power on and/ | discharged (dead) the Controller for 30 minutes. e
or not displaying | due to either Controller should display a state of
a state of charge | prolonged storage charge and be able to power on. If
while charging | or typical use the issue does not resolve, call Insu
(draining capacity| Customer Care at 1-800-591-3455

to ~0%) without
charging for an
extended period.

at

SO
On

et

Omnipod 5 App Issues

Warning: DO NOT apply a new Pod until you have deactivated and

removed the old Pod. A Pod that is not deactivated properly can continu
deliver insulin as programmed, putting you at risk of over-delivery of insy
which can lead to hypoglycemia.

eto
lin,
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Caution: DO NOT reset the Omnipod 5 App or clear the app data before
checking with your healthcare provider. is will erase all of your settings,

Adaptive Basal Rate, and history, and require you to change your active
Before resetting or clearing app data, make sure you have a current record of
your settings and a new Pod with supplies to use when restarting the ap

Pod.

P.

Caution: DO NOT delete the Omnipod 5 App while you have an active Pod,
and DO NOT clear the Omnipod 5 App data. If you do, your Pod will remain

active, but you will not be able to control your Pod even if you re-install or
open the App. You must remove the Pod in order to stop receiving insulin.

re-

Issue Possible Cause What you can do
Omnipod5 | Using a smartphonelf you are not using a compatible
App does not| that is not smartphone, you will not be able to us
work onthe | compatible. the Omnipod 5 App.d nd out if your
smartphone smartphone is compatible, go to:
https://www.omnipod.com/compatibility
Controller or If your operating system is not
smartphone compatible, you will not be able to
operating system is use the Omnipod 5 App until your
not compatible. operating system is updated. Update
your operating system when an updat
becomes available.
Omnipod 5 Appis | If your Omnipod 5 App is not
not compatible. compatible, you will not be able to use
the Omnipod 5 App until it is updated.
Update your Omnipod 5 App when an
update becomes available.
Receiveda | You are currently | Note: If you are wearing an active Pod
"New Device| signed into another when signing into a new device, your
Detected" device, either current Pod will still be delivering
message the Controller insulin, but you will not be able to
when or another manage it on the new device.
?)lgnlr_lg 'gtg smaréphor_le, é":tg 1. Remove the current Pod in order t
Apn;nlpo your mnipod L. stop receiving insulin.

A er removing the current Pod, yo
will need to go through the setup
process again, including pairing a
new Pod and re-entering your CG
transmitter serial number.

4]

(¢

[

M
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Issue Possible Cause What you can do
Received an| Your Omnipod5 | 1. Closethe Omnipod 5 App and
“Omnipod 5 | App encountered reopen the App
failed to start} into a problem 2. Ifthe problem continues contact
message starting up. Customer Care
when
opening the
Omnipod 5
App
Not receiving| You force stopped | Open the App so you can receive
important the Omnipod 5 important updates.
updates | App. Force Stopping e Eyen if you did force stop the
aboutinsulin | is notthe same as Omnipod 5 App, your Pod is stil
therapy locking your Screen e ivering insulin according to the last
OF putting your App instruction it received.
to sleep. t means
stopping the App
from running in
the background.
e App must be
running in order
to notify you of
important updates
regarding your
insulin therapy.
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Issue Possible Cause What you can do

Opening the | You cleared If you clear data for the Omnipod 5 Ap
Omnipod5 | App dataforthe | your current Pod will still be delivering
App restarts | Omnipod 5 App. | insulin, but you won't be able to manage
the setup iscausesyouto | it with your Omnipod 5 App

process lose all your SetingS;  Remove the current Pod in order to

and insulin history.

stop receiving insulin.

2. A erremoving the current Pod, yo
will need to go through the setup
process again, including pairing a
new Pod and re-entering your CGM
transmitter serial number.

[

Tip: You can get your CGM transmitter
serial number from thBexcom G&pp.
If you do not have a record of your
settings, contact your healthcare
provider for assistance.

Note: It may take the CGM and Pod u
to 20 minutes to connect. T
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Issue Possible Cause What you can do

With carbs You have already | You can remove the CGM value so

entered and CGMreceived a lot of | that the calculator only suggests a

value available, | insulin (your IOB | bolus amount for the carbs entered

télglfuTa?grBOIUS 'é gl?/lht)re ?]rédisyour Alternatively, you can decide on

recommends no | fallin a di erent amount and enter this

bolus or 0 insulin 9- directly into the Total Bok! eld at

' the bottom of the screen.

Check your Calculations screen
before you deliver a bolus to see
how the calculator determines the
suggested bolus. Always con rm the
bolus amount before you deliver it to
make sure the system delivers what
you want.

Issue What you can do

I'm having a second
serving of an item at|
ameal. How should
I handle delivering a
bolus?

A er meals, it is common for glucose to rise.

If you have already bolused for carbohydrates and
entered a CGM value or blood glucose reading at the
start of a meal, you can just enter carbohydrates for the
second serving. e SmartBolus Calculator will suggest
a bolus amount for the carbohydrates only.

| typically deliver

the bolus following
the meal asitis

di cult to predict
how many carbs my
child will eat. What
is the best way to
use the SmartBolus
Calculator in this

case?

Itis di cult, especially for young children, to predict
how much will be eaten at each meal. In this case,you

may choose to use the SmartBolus Calculator to deliver

the correction bolus by tapping USE CGM or entering
the blood glucose reading to deliver some insulin

prior to the meal. A er you are comfortable, you can
separately enter the carbohydrates into the SmartBolus
Calculator to deliver the full meal bolus.
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Issue Possible Cause | Whatyou cando
Activated a Pod | Problem with the | Check youbexcom G&ypp and
and cannotsee | CGM. if you do not see CGM values, then
CGM valuesin follow instructions there.
the Omnipal 5
App

CGM transmitter Goto:Menu button( ) >

serial number

is not entered
into the
Omnipod 5 App.

Settings > CGM Transmitter.

Make sure the serial number is
entered and entered correctly. If
you have just connected, it can
take up to 20 minutes for values
to appear in the Omnipod 5 App

You are using
the Dexcom G6
receiver.

Use thédexcom G&pp on your
smartphone. e Omnipod 5

System is not compatible with the
Dexcom G6 receiver.

en,turno the Dexcom G6
receiver.
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Issue Possible Cause What you can do
CGMvaluesno | e mostlikely To minimize the risk of interruption,
longer show up in reason for this make sure your CGM and Pod are
the Omnipal5 | tohappenisan | worn on the same side of the body.
App. Instead, interruption in Wireless communications do not
there are dashed| communication | travel well through the body. For
lines. e between the CGM example, if your CGM is worn on
Dexcom G6 app | and the Pod. the abdomen and the Pod is on the
does not show a back of the arm, the signal may be
problem. interrupted. Try to keep the Pod ang
CGM on the same side of the body
maximize your time in Automated
Mode.
You can also try deleting the CGM
transmitter serial number and re-
entering it.
¥ Goto:Menubutton( ) >
Settings > CGM Transmitter.
is resets the communication
between the CGM and the Pod.
CGMvalueson | e Dexcom G6 e di erence should be minor.
the El)e(;(«éqm G6 aplp recc(le_lveSICGMTo bring the value up to date, bring
app loddierent | valuesdirectly |0 controller or smartphone close
from those on the from the sensor. the Pod
Omnipod 5 App. | e Omnipod 5 '
App receives
CGM values
from the Pod.

Occasionally, ther
is a slight delay
before the value
is updated on the
Omnipod 5 App.

(4

to
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Issue Possible Cause What you can do
A erusing the One of the benets | Itis common to need changes
system for a couple obf automated insulin| to your Insulin-to-Carb ratio,

weeks, CGM values
are running high
aer breakfast. e
Insulin-to-Carb ratio
is the same.

delivery is the greate
ability to stay closer
to your Target
Glucose overnight.
Whatthisoen
means is that prior tc
breakfast, there is le
insulin in your body

Mode.

rgenerally a lowering of the rati

s Reverse Correction. When

compared to Manual it means the calculator will

to receive more insulin before
meals (for example, lowering
the carbohydrate value covere
by 1U of insulin). Another

setting that you can change

the toggle for this is ON (blue)

recommend less insulin when
your CGM value or blood
glucose reading is below your
Target Glucose.

Discuss with your healthcare
provider what settings are
best for you. Your SmartBolus
Calculator settings are availah
under: Menubutton( ) >
Settings >Bolus.

@)

d

le
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weeks, CGM values
have been running
high.

Issue Possible Cause What you can do

A erusing the Your Target Check your Target Glucose
system in AutomatedGlucose may need | here:

Mode for a few to be adjusted. In

Automated Mode,
Target Glucose is th
main setting that you
can control to adjust
automated insulin
delivery.

Menu button (
| >Bolus

-

| e Target Glucose can be set
between 110-150 mg/dL. If
you're running high, you can
try reducing the Target Glucos
around the period that you're
running higher than desired.

) >Settings

Other SmartBolus
Calculator settings
may need to be
adjusted.

ink about your SmartBolus
Calculator settings: In
particular, your Insulin-to-Carf
ratio, Correction Factor and,
Target Glucose might need to
adjusted. For example, if these
high periods are a er lunch,
you might need more insulin
around lunchtime to reduce th
likelihood of running highin
the a ernoon.

1%

]

Changing your Basal Progran
or Max Basal setting will not
make a di erence for the
Automated Mode function.
is only works for Manual
Mode.

Discuss with your healthcare
provider what settings are bes
for you.
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Issue Possible Cause What you can do
CGM values have | Although the system ink about diet, exercise, Pod
been running high | is able to automate | insertion site, and change in

over several days.

insulin delivery,
your body’s insulin
needs can change
daily. is means
that every day with
diabetessdi erent.

your body’s needs and how th
are eecting your glucose.

e system will adapt with
every new Pod to give you jus
the right amount of insulin to
get you to the Target Glucose.
As the system detects higher
insulin needs, it will adapt
to adjust insulin dosing

accordingly.
Low Glucose Issues
Issue Possible Cause What you can do
CGM values Your Target Glucose may Check your Target Glucose
are running need to be adjusted for théere:
low in thg late _ period to avoid the low. Menubutton( ) >
evening; needing Settings >Bolus
hypoglycemia
treatment before
going to bed. If lows are happening | Discuss with your healthcare

soon r the dinner
bolus, you might need

adjustment of your Calculator settings are
SmartBolus Calculator | available here:
selnge b eceNe eS| enutuon ) >
bolus. Another option is Settings >Bolus

to check how long it has

been since the last bolus.

provider what settings are
best for you. Your SmartBoly

1Y
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Following
aernoon
exercise, CGM
values are going
low.

During exercise, your
body is o en prone to low

glucose.

To reduce the risk of this
low, you can use the Activity
feature. With this feature, the
system delivers less insulin
and also drives insulin
delivery to a target of 150 mg
dL. Itis recommended that
you turn this setting ON at
least 30-60 minutes before
exercise.

Exercise with diabetes
requires trial and error.

Keep a record of activity,
carbohydrates consumed,
and insulin delivery to work
out the best method for you.
Your healthcare provider car
help proide di erent ways

to can dently manage your
diabetes with exercise.

26.4. Automated Mode FAQs

Issue

Possible Cause

What you can do

Activated a

Pod and unable
to switch to
Automated Mode

Your CGM
transmitter serial
number is not
entered into the
Omnipod 5 App

Goto:Menu button( ) >
Settings > CGM Transmitter.

Tip: Always check that the serial
number entered into the App is
the same as the number on the

transmitter you are wearing.
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Screenshows | Interruption in To minimize the risk of interruption,
Automated communication | make sure your Pod and CGM are
Mode: Limited | between the CGM worn on the same side of the body.
and the Pod. Wireless communications do not
travel well through the body. For
example, if your sensor is worn on
the abdomen and the Pod is on the
back of the arm, the signal may be
interrupted.
Problem with the | Check youbexcom G&pp and
CGM if you don't see CGM values, then
follow instructions there.
Automated Follow the instructions on the
Mode may have | screen to check your glucosers
reached the minutes in Manual Mode and you are
limits of insulin con dent that your Pod and CGM ar
delivery, either the working well, you can switch back to
maximum or the | Automated Mode. Seage298
minimum.

26.5. Pod Communication Issues — "Try Again”

Warning: DO NOT apply a new Pod until you have deactivated and
removed the old Pod. A Pod that is not deactivated properly can continue to
deliver insulin as programmed, putting you at risk of over-delivery of insulin,
which can lead to hypoglycemia.

Warning: ALWAYS contact Customer Care if your Omnipod 5 System
Controller is damaged and not working properly. If a Controller replacement
is needed, ALWAYS consult with your healthcare provider to get instructjons
on using other backup insulin delivery methods, like insulin injections. Make
sure to check your glucose frequently.

Ifa Pod communication issue occurs, you will see a "No Pod communication”
message on the POD INFO tab. Follow the on-screen instructions to resolve
the issue. Your Controller will also beep every 10 seconds when there is an
unacknowledged communication issue due to an instruction being unable to be
sentto the Pod.

Tip: When there is a communication issue, the Omnipod 5 Agp gou
options to help you resolve it. It is in your best interest to leave any options to
DISCARDr DEACTIVATE P@Bthe last choicertrying the other option(s).
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Error when sending insulin instructions to the Pod

A communication error may occur when the Omnipod 5 App attempts to
send insulin delivery instructions to the Pod. If a communication error occurs
when the Omnipod 5 App attempts to send an insulin delivery instruction, the
Omnipod 5 Appo ers you di erent options.

If the Omnipod 5 App has sent the Pod the instruction and hasn't received
can rmation that it was carried out, the Omnipod 5 Apeis these options:

» CHECK STATUMbve to a new location, then select this option to recheck for
can rmation that the instruction was carried out.

* DEACTIVATE POB should not be your rst choice. When you select this
option, you can follow the instructions for replacing your Pod.

If the Omnipod 5 Apphas nosent the Pod the instruction, the

Omnipod 5 App tells you to move to a new location, andRAPAGAID
reattempt communication. A&r you tap TRY AGAIN the next communication
attempt fails, the Omnipod 5 Appeos these options:

* CANCELSelect 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.

» TRY AGALNove to a new location, then select this option to tell the
Omnipod 5 App to reattempt to send the instruction to the Pod.

* DEACTIVATE PO should not be your rst choice. When you select this
option, you can follow the instructions for replacing your Pod.

Error when canceling a bolus

If you are trying to cancel a bolus when a communication error occurs, the
followingoptions become available:

e CANCELSelect this option to stop attempting to cancel the bolus. e Pod
continues to deliver the bolus.

Note: If the 'cancel bolus' instruction has already been sent, this CANCEL
option is not available.

» TRY AGALNove to a new location, then select this option to tell the
Omnipod 5 App to continue attempting to communicate with the Pod.

* DEACTIVATE POB should not be your rst choice. When you select this
option, you can follow the instructions for replacing your Pod.

If the 'cancel bolus' instruction has already been sent from the Omnipod 5 App
when a communication error occurs, the Omnipod 5 Appsahese options:

* CHECK STAT$elect this option to attempt to re-establish communication
with the Pod and obtain the current status of the 'cancel bolus' command
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» DEACTIVATE POBshould not be your rst choice. Select this option to
deactivate the Pod whetECK STATdSInsuccessful.

Error when activating a Pod

If a communication error occurs during Pod activationfaliewingoptions
become available:

» DISCARD POIs should not be your rst choice. Select this option to stop
attempting to use this Pod.

*  TRY AGAINselect this option to attempt to re-establish communication.

Error when deactivating a Pod

If a communication error occurs during Pod deactivationfalfi@mvingoptions
become available:

* DISCARD POBelect this option if tHERY AGAINption has not resolved
the problem. is will tell your Omnipod 5 System to unpair from that Pod.
e Omnipod 5 App instructs you to remove your Pod andD@NTINUE

*  TRY AGAINselect this option to attempt to re-establish communication.

Note: A er selecting the discard option, you can prevent future alarms from
the discarded Pod by following the instructions in "13.9. Silencing Unresolved
Alarms" on page 197

Note: If there is an uncon rmed bolus when you discard a Podthripod

5 System does not know how much of the bolus was delivered. erefore, the
Omnipod 5 System temporarily disables the SmartBolus Calculator for a period
equal to your Duration of Insulin Action setting. If you tap the Bolus button while
the SmartBolus Calculator is disabled, the Omnipod 5 App displays a message
that says "SmartBolus Calculator temporarily disabled.” You can deliver a manual
bolus when the SmartBolus Calculator is disabled.

26.6. About Keeping Your Omnipod 5 Controller and/or
Smartphone Nearby

You will use your Controller or smartphone to activate a new Pod every 2—3 days.
A er you activate a Pod, you will start receiving insulin based on your active Basal
Program in Manual Mode, whether or not your Controller or smartphone is
nearby. You will need to access the App, however, to resolve any alerts or alarms
that may originate from your Pod, to deliver a bolus, or check the status of your
System and glucose.

A eryou enter the CGM transmitter serial number into the Omnipod 5 App
and use the Dexcom G6 app on your smartphone to activate your sensar, you
can switch from Manual Mode to Automated Mode. In Automated Mode, the
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Pod will directly receive CGM values wirelessly and automate insulin delivery
depending on your needs.

e system is designed to continue delivering insulin in the absence of your
Controller or smartphone, so you will not be alerted that the Pod and display
device are out of range of one another if you choose to leave your Controller and/
or smartphone behind.

Although your Omnipod 5 System does not require the Controller to be nearby
to continue your insulin delivery in Manual Mode or Automated Mode, the
Controller and/or smartphone provide(s) you with important information about
recent insulin delivery, alerts, and alarms that come from your Pod, and allows
you to deliver a bolus.

Caution: AVOID leaving your Controller or smartphone in a place that
would prevent you from hearing alarms and nations from your
Omnipod 5 App. Delivery of insulin in Manual Mode or Automated Mode
continues as programmed if you move away from your Controller or
smartphone.

26.7. Deleting the Omnipod 5 App

If you delete the Omnipod 5 App from your smartphone, all your settings

and insulin history will be removed. If you choose to download the Omnipod 5 App
later, you will have to go through the setup process again, entering all your insulin
therapy settings.

Caution: DO NOT delete the Omnipod 5 App while you have an active Pod,
and DO NOT clear the Omnipod 5 App data. If you do, your Pod will remain
active, but you will not be able to control your Pod even if you re-install or re-
open the App. You must remove the Pod in order to stop receiving insulin.

Before you begin

»  Use the pages at the end ofltlgsr Guidéo write down all of your settings,
in case you need them later. If you use a smartphone, you may wish to take
screenshots or photos of your Omnipod 5 App settings to keep for future
reference.

»  Ifyou wish to stop receiving insulin, remove your Pod.
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To delete the Omnipod 5 App:
Open Google Play.

Tap Menu.

Tap My apps & game.
Tap on the app or game.

o~ D

Tap Uninstall.

26.8. Device Complaints

If you have a problem with your System, contact Customer Care at 1-800-591-
3455. You may be asked to share device data.

To share device data:

1. Ensure aworking Wi-Fi connection.

2. Goto:Menubutton( ) > About

3. TapSend les to Customer Care.

4. Enterthe PIN provided by Customer Care.

If you see an exclamation mark (1) icon, alert your Customer Care representative.
Navigate to the Home Screen to clear the (!) icon. If the icon persists, restart your
controller.

If this occurs: Data upload is pending.

If this occurs: Data upload is full.
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How to put your Controller into "Boot Mode"

1. To power othe Controller, press and hold the Power button on the lower
right side until the Power o and Restart options are visible.

2. Select Power o and let the screen go dark.

Hold down the Volume Down button and Power button together to power it
back on.

How to exit "Boot Mode"

e touch screen will not work while your Controller is in Boot Mode, but you
can use the Volume buttons and Power button to navigate.

1. Press the Volume Down button to navigate to the Reboot option.
2. Pressthe Power button to select Reboot.
3. e Controller will restart and work normally.
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Appendix

Summary of Settings and Options

e options for the various Omnipod 5 Automated Insulin Delivery System
settings are:

Time format 12-hour

Time zone GMT-11:00 to GMT+13.00.

Daylight Savings Time  ON or OFF. Default based on date and time zone.
Date format MM/DD/YYYY

Screen time-out 30, 60, 120 seconds. Default is 30 seconds.

PIN 4 digits from 0o 9.

Dexcom G6 transmitter6 characters.

serial number

Maximum Basal Rate  Select one value between 0.05-30 U/hr in 0.05 U/hr
increments. Defaultis 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.

Activity feature Range: 1to0 24 hrs
In increments of 1 hour

Temp basal %, units/hr, or OFF. Default is OFF.

Duration: 30 min to 12 hrs in 30-min increments.
Temp basal (setto %)  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
0.05 U/hr.
Temp basal presets Maximum of 12.
Glucose Goal Range (ftwower and upper limits: 70 to 200 mg/dL in 1 mg/dL
blood glucose history) increments .
BG reminder ON or OFF. Defaultis OFF.
Maximum of 4 active at one time.
A reminder can occur between 30 min and 4 lerssa
bolus is started. Set in 30-minute increments.
Custom reminder Maximum of 4. Set to Daily, One time only, OFF.
Target Glucose value Maximum of 8 segments; 110 to 150 mg/dL in
10 mg/dL increments.
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Correct Above threshold Maximum of 8 segments; Target Glucose to 200 mg/
dLin
1 mg/dL increments.

Minimum Glucose for 50 to 70 mg/dL in 1 mg/dhcrements

Calculations Defaultis 70 mg/dL.

Insulin-to-carb (IC) Maximum of 8 segments; 1 to 150 g carb/U in

ratio 0.1 g carb/U increments.

Correction (sensitivity) Maximum of 8 segments; 1 to 400 mg/dL in 1 mg/dL
factor increments. Default is 50 mg/dL.

Reverse Correction ON or OFF. Default is ON.
Duration of insulin 2 to 6 hours in 30-minute increments. Default is 4 hours.
action

Bolus size Range: 0.05-30 U in 0.05 U increments.
Extended bolus %, Units, or OFF. Defaultis OFF.
30 minutes to 8 hours in 30-minute increments.
Pause insulin 30 minutes to 2 hours.
Low Pod Insulin 10 to 50 units in 1-unit increments. Defaultis 10.0 U.
advisory
Pod expiration 1to 24 hours in 1-hour increments. Default is 4 hours.
noti cation
Pod Sht+O timer OFF, or 1 to 24 hours in 1-hour increments. Default is
OFF
History screen display  Rolling 90-day period.
Language English.

Pod Speci cations

Size 1.53" wide x 2.05" long x 0.57" high (3.9cm x 5.2cm x 1.45¢cm)
Weight (without insulin) : 0.92 0z (26 grams)

Operatingtemperature rangePod operating environment of 41°F to 104°F
(5°Cto 40°C).

Startup temperature above 50°F (10°C)
Storage temperature rang&2°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 (deliverable00 units
Cannula insertion depth0.16-0.28 in (4 to 7 mm)
Depth of insulin infusion: 0.16 in (4 mm)
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IP (Ingress Protection) rating for moisture and dust:IP28 (protected from
touch by ngers and objects 12.5 millimeters or larger; protected from water to a
depth of up to 25 feet (7.6 meters) for up to 60 minutes)

Insulin concentration: U-100
Alarm type: Audible. Outptr 45 db(A) at 1 meter
Operating relative humidity range 20 to 85%, non-condensing
Storage relative humidity range20 to 85%, non-condensing
Operating atmospheric pressur@00 hPato 1060 hPa
Storage atmospheric pressuré00 hPa to 1060 hPa
Non-pyrogenic Fluid pathway only
Type BF applied partProtection from electrical shock
Maximum infusion pressure 35 psi
Maximum volume infused under single fault condition®.05 U
FlowCapability:

Prime rate: 0.05 unit per second.

Basal: Programmable by the user in 0.05 U 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 accuracytested 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: You 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 resultse following graph shows the ow accuracy of the Pod
against given time periods. e measurements were made using a Pod with a
basal rate of 0.5 I/h (which delivers 0.05 U/h of U-100 insulin) at a high operating
temperature. e overall mean percentage ow error was 1.40%.

EpMax

Error (%)

EpMin

Observation Interval (min)
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Size 5.67" high x 2.66" wide x 0.49" deep (143.92 mm x 67.57 mm x 12.33 mm)
Weight: 5.82 0z (165 grams)

Screen active ared.21" wide x 4.75" high (56.16 mm x 120.58 mm)

Operating temperature range41°F to 104°F (5°C to 40°C)

Storage temperature rang&2°F to 86°F (0°C to 30°C)

Operating relative humidity range20% to 90%, non-condensing

Storage relative humidity range20% to 90%, non-condensing

Operating atmospheric pressur@00 hPA to 1060 hPA

Storage atmospheric pressuréd0 hPA to 1060 hPA

Communication distance e Controllerand Pod should be:

e Atstartup: Adjacent and touching, with the Pod either in or out of tray, to
ensure proper communication during priming.

»  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.

Alarm type: Audible. Outptr 45 db(A) at 1 meter

IP (Ingress Protection) rating for moisture and dustP22 (protected from
touch by ngers and objects 12.5 millimeters or larger; not well-protected from
water - avoid liquid)

Noti cation type: Audible and vibratory
Battery: Rechargeable Li-ion battery, 3.8V, 2800 mAh

Battery Operational Lifefull charge covers approximately 36 hours with typical
use

Controller Service Life2 Approximately 2 years (based on 300-500 charge
cycles) with typical use

Shelf Life (Starter Kit)18 months
Battery charger operating line voltagd 00 to 240 VAC, 50/60 Hz

Only use the Noetic approved power adapter (Insulet PN PT-000428) with
theController.

Dexcom Speci cations

For information about Dexcom operating speci cations, seB#xeom G6
CGM System User Guide
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e Pod so ware monitors the infusion rate. If an error that would result in over-
infusion or under-infusion is detected and cannot be corrected, insulin delivery
stops, and an alarm sounds.

Blockage (occlusion)detection

Warning: ALWAYS monitor your glucose and follow your healthcare
provider's treatment guidelines when you stop receiving insulin due to a
blockage (occlusion). Not taking action promptly could result in under-
delivery of insulin which can lead to hyperglycemia or diabetic ketoacidosis

(DKA) (se€¢  Blockage Detected" on page)163

Caution: ALWAYS check your glucose frequently when you use very low
basal rates. Checking your glucose frequently can alert you to the presence of
a blockage (occlusion). Blockages can result in hyperglycemia.

A blockage (occlusion) is an interruption in insulin delivery from the Pod. If the
Omnipod 5 System detects a blockage, it sounds a hazard alarm and prompts yoL
to deactivate and change your Pod.

A blockage hazard alarm sounds when an average of 3 units to 5 units of missed
insulin occurs. e following table depicts blockage detection for three di erent
situations when using U-100 insulin. For example, if the Pod's cannula becomes
blocked when delivering a 5 U bolus, 35 minutes may pass before the Pod sounds
a hazard alarm.

Time between blockage and Pod alarm

Typical time Maximum time
5.00 U bolus 33 minutes 35 minutes
1.00 U/hr basal 3.0hr 5.5hr
0.05 U/hr basal 51 hr 80 hr (Pod expiration)

If a blockage spontaneously clears up, a volume of insulin could be released. at
volume would not exceed the volume of the programmed insulin intended for
delivery.

If your Omnipod 5 System detects a potential blockage to your insulin delivery,
it will set a blockage alarm to sound. If a blockage alarm is set to alarm while an
immediate bolus is in progress, the alarm is delayed until completion of the bolus.
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e Omnipod 5 insulin pump delivers insulin in two ways: basal insulin delivery
(continuous) and bolus insulin delivery. e following accuracy data was
collected on both types of delivery in laboratory studies performed by Insulet.

Delivery performance characterization

Basal Delivery: In order to assess basal delivery accuracy, 12 Pods were tested
by delivering at low, medium, and high basal rates (0.05, 1.00, and 30.0 U/hr).
Water was used as a substitute for insulin. e water was pumped into a container
on a scale, and the weight of the liquid at various time points was used to assess
pumping accuracy.

e following tables report the typical basal performance (median) observed,
along with the lowest and highest results observed for the low, medium, and high
basal rate settings for all pumps tested with no warm-up period. For each time
period, the tables show the volume of insulin requested in the rst row and the
volume that was delivered as measured by the scale in the second row.

Low Basal Rate Delivery Performance (0.05 U/hr)

Basal Duration 1 hour 6 hours 12 hours
(Number of units
requested) (0.05V) (0.30V) (0.60 V)
Amount Delivered 0.049U 0.30U 0.59U
[min, max] [0.00,0.12] [0.13,0.57] [0.34,0.99]

Medium Basal Rate Delivery Performance (1.00 U/hr)

Basal Duration 1 hour 6 hours 12 hours
(Number of units
requested) (1.00V) (6.00V) (12.00 V)
Amount Delivered 0.99U 597U 11.88U
[min, max] [0.65, 1.55] [5.06, 6.87] [10.53, 13.26]

High Basal Rate Delivery Performance (30.00 U/hr)

Basal Duration 1 hour 6 hours
(Number of units
requested) (30.00V) (180.00 V)
Amount Delivered 29.82U 179.33U
[min, max] [28.85, 31.39] [177.49,181.15]

Note: A measurement at the 12-hour period with a 30.0 U/hr basal rate is not
applicable to the Omnipod 5 System as the reservoir will empty at approximately
6 hours at this rate.
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Bolus Delivery: In order to assess bolus delivery accuracy, 12 Pods were tested b
delivering a minimum, intermediate, and maximum bolus amount (0.05, 5.00,

and 30.0 Units). Water was used as a substitute for insulin. e water was pumped
into a container on a scale and the weight of the liquid delivered was used to asses

pumping accuracy.

e following table summarizes the typical bolus performance observed for the
requested minimum, intermediate, and maximum size bolus for all pumps tested.
For each individual target bolus size, the number of boluses observed is shown
along with the average (mean), minimum, and maximum units delivered as

measured by a scale.

Individual Bolus Target Mean Min Max
Accuracy Bolus Bolus Bolus Bolus
Performance Size Size Size Size
(Units) (Units) (Units) (Units)
Min Bolus Delivery | 0.05U 0.050U 0.00U 0.119U
Performance
(n=5987 boluses)
Intermediate Bolus | 5.00U 5.01U 449U 5.37U
Delivery Performance
(n=300 boluses)
Max Bolus Delivery | 30.00U 30.05U 29.56 U 30.62U

Performance
(n=72boluses)
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e tables below show for each requested bolus size, the range of amount of
insulin that was observed delivered compared to the requested amount. Each
table provides the number and percent of delivered bolus sizes observed within

the speci ed range.
Amount of Insulin Delivery for a Minimum (0.05 U) Bolus Request

Amount <0.0125 | 0.0125- |0.0375-0.04$0.045-0.047% 0.0475-
(Units) 0.0375 0.0525
(% of
settings) (<25%) | (25-75%) | (75-90%) | (90-95%) | (95-105%)
Number
ac:‘fdb%ﬁj:ggt 61/5987 | 639/5987 | 1284/5987 | 504/5987 | 1100/5987
thi (1%) (10.7%) | (21.4%) (8.4%) (18.4%)
range

Amount | 0.0525-0.05$0.055-0.062% 0.0625- |0.0875-0.125 >0.125
(Units) 0.0875

(% of
settings) | (105-110%)| (110-125%)| (125-175%)| (175-250%)| (>250%)

Number

agfdb%ﬁ:gggt 504/5987 | 1192/5087 | 582/5987 | 121/5987 | 0/5987
0, 0, 0, 0 0
within (8.4%) | (19.9%) | (9.7%) (2%) (0%)
range
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Amount of Insulin Delivery for an Intermediate (5.00 U) Bolus Request

Amount <1.25 1.25-3.75 | 3.75-450 | 4.50-4.75 | 4.75-5.25
(Units)
(% of
settings) (<25%) | (25-75%) | (75-90%) | (90-95%) | (95-105%)
Number
agfdb‘;ﬁjgggt 0/300 0/300 1/300 4/300 287/300
thi (0%) (0%) (0.3%) (1.3%) (95.7%)
range
Amount | 5.25-5.50 | 5.50-6.25 | 6.25-8.75 | 8.75-12.50 >12.50
(Units)
(% of
settings) | (105-110%)| (110-125%)| (125-175%)| (175-250%)| (>250%)
Number
agfdb%fljgggt 8/300 0/300 0/300 0/300 0/300
0, 0, 0, 0, 0,
thi (2.7%) (0%) (0%) (0%) (0%)
range
Amount of Insulin Delivery for a Maximum (30.0 U) Bolus Request
Amount <75 75225 | 225270 27.0-285| 285-315
(Units)
(% of
settings) (<25%) | (25-75%) | (75-90%) | (90-95%) | (95-105%)
Number
a:fdbgleljgggt 072 0172 0172 0172 72172
0, 0, 0, 0, 0,
thin (0%) (0%) (0%) (0%) (100%)
range
Amount | 31.5-33.0 | 33.0-37.5 | 375525 | 525750 | >75.0
(Units)
(% of
settings) | (105-110%)| (110-125%)| (125-175%)| (175-250%)| (>250%)
Number
a(;‘fdb%ﬁ:gggt 072 072 072 072 072
0, 0, 0, 0, 0,
within (0%) (0%) (0%) (0%) (0%)
range
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e following symbols appear on the Omnipod 5 System or its packaging:

Reference number

Operational relative
humidity

Storage atmospheric

Symbol  Meaning Symbol  Meaning
® Single-use only @ MR unsafe
Consult : .
. Do not use if package is
accompanying damaged P 9
documents
Sterilized using : .
ethylene oxide X Type BF applied part
Date of
@ manufacture u Manufacturer
Batch code 7! Keep dry
Storage temperature,
E Use by date JI Operational
temperature
Storage relative
humidity,

Serial number

pressure,
Operational
atmospheric pressure

Protects persons
against access to
hazardous parts
with ngers and
protects against
solid foreign object
ingress of diameter
12.5 mm or greater;
Submersible:
Waterproof to 25
feet (7.6 meters) for
up to 60 minutes

Non-pyrogenic uid
path

Pod

Charging cable
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Symbol  Meaning Symbol  Meaning

Protects persons
against access to
hazardous parts
with ngers and
IP22 protects against Rx ONLY Prescription only
solid foreign object
ingress of diameter
12.5 mm or greater;
avoid liquid

Do not dispose
ﬁ with household ROHS compliant
waste

c E Marking of Representative in the
conformity European Community

Omnipod 5 System Notice Concerning Interference

Caution: DO NOT make changes or modi cations to any component of
the Omnipod 5 System that has not been authorized by Insulet Corporation.
Unauthorized tampering with the System can revoke your right to operate it.

e Omnipod 5 Automated Insulin Delivery System is designed to comply with
Part 15 of the Federal Communications Commission (FCC) Rules. Operation is
subject to the following two conditions:

1. ese devices may not cause harmful interference.

2. esedevices must accept any interference received, including interference
that may cause undesirable operation.

is equipment has been tested and found to comply with the limits for a Class
B digital device, pursuant to Part 15 of the FCC Rules. ese limits are designed
to provide reasonable protection against harmful interference in a residential
installation. is equipment generates, uses, and can radiate radio frequency
energy, and, if not installed and used in accordance with the instructions may
cause harmful interference to radio communications. However, there is no
guarantee that interference will not occur in a particular installation.

If the equipment does cause harmful interference to radio and television
reception, the user is encouraged to try to correct the interference by one of the
following measures:

»  Move or relocate the Omnipod 5 System.
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* Increase the separation between the Omnipod 5 System and the other device
that is emitting or receiving interference.

»  Consultthe dealer or an experienced radio/TV technician for help.

Quality of Service

e Omnipod 5 System includes two wireless transmission pathways. Insulet
de nes the quality of service of the Omnipod 5 System for each of the two
pathways:

Omnipod 5 App to Pod wireless communication dwtion

Successful transfer of commands, data, and alarms between the Controller or
smartphone running the Omnipod 5 App and Pod when in communication

range (wihin 5 during normal operation). e Omnipod 5 App informs

the user when transfer of commands, data, and alarms is unsuccessful. For
Insulin Delivery commands, the system performance requirements state that
communication between the Pod and the Controller or smartphone running the
Omnipod 5 App occurs within 8 seconds at a reliability rate of 95%. e Omnipod

5 App will inform the user when there are communication errors between the Pod
and the Controller or smartphone. When such an error occurs, the Omnipod 5
App will beep once every 10 seconds and the communication failure will continue
to be indicated within the Omnipod 5 App until the communication error is
resolved.

Pod to CGM wireless communication de nition

e percentage of CGM values successfully received by the Pod when the

CGM transmitter and Pod attempt to communicate every 5 minutes. e

System performance requirements state that at least 80% of CGM values will be
successfully received by the Pod when the CGM is worn within line of sight of
the Pod. e System informs the user of missing CGM values in real time by the
dashes on the home screen or by missed dots on the CGM Graph.

For additional information on communication errors in the Omnipod 5 System,
see Chapter 21. To maintain quality of service when other devices operating in the
2.4 GHz band are around, the Omnipod 5 System uses the coexistence features
provided by Bluetooth® wireless technology.

Electromagnetic Compatibility

e information contained in this section (such as separation distances) is, in
general, speci cally written with regard to the Omnipod 5 System. e numbers
provided will not guarantee faultless operation but should provide reasonable

366



assurance of such. is information may not be applicable to other medical
electrical equipment; older equipment may be particularly susceptible to
interference.

General Notes

e Omnipod 5 System has been tested and found to have acceptable immunity
to emissions from RFID and EAS systems.

e Omnipod 5 System is intended for use in the electromagnetic environment
speci ed below. e customer or the user of the System should ensure that it is
used in such an environment.

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 5 System fails due to electromagnetic
disturbances, you may need to replace it.

Portable and mobile radio frequency (RF) communications equipmenecan a
the function of medical electrical equipment.

Caution: Use ONLY the USB charging cable that you received in the bo;
with your Controller. AVOID using alternative charging cables or other
accessories, as they may damage the Controller or a ect the way it charges in
the future. If you must use a di erent cable, use only cables less than or equal
to 4 feet (1.2 meters) in length.

Care should be taken if the Omnipod 5 System is used adjacent to other electrical
equipment; if adjacent use is inevitable, such as in work environments, the
Omnipod 5 System should be observed to verify normal operation in this setting.

e Omnipod 5 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.

e Omnipod 5 System communicates with the following characteristics:

Frequency: 2.400-2.480 GHz, digitally modulated, with an e ective Isotropic
radiated power of 1.14mW

e Omnipod 5 System complies with the immunity requirements of the general
standard for electromagnetic compatibility, IEC 60601-1-2.

Caution: DO NOT use portable radio frequency (RF) communications
equipment (including peripherals such as antenna cables and external
antennas) closer than 12 inches (30 cm) to any part of the Omnipod 5 System,
as it may impact the communication between your smartphone or Controller

and your Pod.
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Electromagnetic Emissions

is equipment is intended for use in the electromagnetic environment
speci ed below. e user of this equipment should ensure that is used in such an
environment.

Emissions Compliance Electromagnetic environment

according to
RF Emissions Group 1 e Pod, Controller,and CGM emit low-
(CISPR11) level electromagnetic energy (RF) in order

to communicate. Although unlikely, nearby
electronic equipment may beeted.

CISPR B Class B e System is suitable for use in all establishments,
Emissions including domestic establishments.
Classi cation
Harmonic Class A
Emissions
(IEC 61000-3-2)
\oltage P, 10
Fluctuations/
Flicker Emissions P, 065
(IEC 61000-3-3) | 9: 3%

d_ 4%

d, 200ms

during a voltage

change should be

3%

Electromagnetic Immunity

e Systemis intended for use in the electromagnetic environment speci ed
below. You should observe these requirements in the use of the System.

. Compliance
Immunity IEC 60601-1-2 ; . .
against test level fg\ﬁlc(:)f this | Electromagnetic environment
ElectroStatic | contact If oors are covered with synthetic material,
Discharge, ESDdischarge: | 8KV try to avoid electrostatic discharges.
(IEC 61000-4-2) 8KV -
- +15kV
air discharge
+15kV
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Electromagnetic Immunity

Electrical Fast | £ 2 kV power| £ 2 kV Mains power quality should be that of a
Transient/burst| supply lines | power typical domestic, commercial, or hospital
(IEC 61000-4-4) 2 kV Input supply lines| environment.
DC Power | £2kV
Port Input DC
+ 1KV Power Port
input/output | £ 1 kV
lines input/
output lines
Surge (IEC +1kV +1kV Mains power quality should be that of a
61000-4-5) di erential dierential | typical domestic, commercial, or hospital
mode mode environment.
+2kV +2kV
common common
mode mode
Conducted 3V 150 KHz-| 3V 150 Suitable for most environments. Keep
Disturbances | 80 MHz KHz-80 portable RF communications equipment
induced by 6Vin ISM MHz atleast 12 inches (30 cm) away from the
6Rfo gg)dj(flsl)EC and amateur| 6Vin Omnipod 5 System.
radio bands | ISM and
between 150, amateur
KHz and 80 | radio bands
MHz between
150 KHz
and 80 MH
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Electromagnetic Immunity

\oltage 70% UT 70% UT Mains power quality should be that
Dips, Short (30% dip (30%dip | of atypical domestic, commercial, or
Interruptions, | in UT) for inUT) hospital environment. If the user requires
\oltage 25/30 cycles| for 25/30 | continued operation during power mains
Variations on 0% UT cycles interruptional, it may be necessary to use an
Power Supply 180"/ di 0% UT uninterruptible power supply or a battery.
input lines (IEC| (100% dip oVl
T) for (100% dip
61000-4-11) | NY (
lcycleatO |inUT)for
degrees lcycleatO
0% UT degrees
(100% dipin| 0% UT
UT)for0.5 | (100% dip
cyclesatO, |inUT)for
45,90, 135, | 0.5cycles
180, 225, at0, 45, 90,
270, and 315/ 135, 180,
degrees 225, 270,
o e
(100% dip
in UT) for 0% UT
250/300 (100% dip
cycles in UT) for
250/300
cycles
Power 30 A/m 400 A/m Suitable for most environments. Magnetic
frequency eld strengths in excess of 400 A/m would
magnetic elds be unlikely except in close proximity to
50/60 Hz (IEC industrial magnetic devices.
61000-4-8)
Radiated RF | 10 V/m at 10V/m Suitable for most environments. Keep
(IEC 61000-4-3)80 MHz— portable RF communications equipment
2.7 GHz atleast 12 inches (30 cm) away from the
Omnipod 5 System.

e table below lists the immunity levels at speci c test frequencies for testing the
e ects of some wireless communication equipment. e frequencies and services
listed in the trable are representative examples in various locations where the
System may be used.

Frequency | Banda) | Service a) | Modulation | Maximum | Distance | IMMUNITY
(MHz) (MHz) b) power (W) | (m) TEST LEVEL
(V/m)
385 380— TETRA | Pulse 18 0.3 27
390 400 modulation
b)18Hz
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450 430- GMRS FMc) 5 2 0.3 28
470 460, kHz
FRS 460 | deviation 1
kHz sine
710 704~ LTE Pulse 0.2 0.3 9
— 787 Band 13, | modulatio
745 | 17 nb) 217 Hz
780
810 800- GSM Pulse 2 0.3 28
960 800/900, | modulation
TETRA | b)18Hz
870 800.
ODEM
] 820,
930 CDMA
850, LTE
Band 5
1720 1700- |GGSM Pulse 2 0.3 28
1990 1800, modulatio n
| CDMA 217 Hz
1845 1900,
GSM
1900,
PP — DECT,
1970 LTE Band
1,3,4,25;
UMTS
2450 2450- | Bluetooth | Pulse 0.2 0.3 9
2570 WLAN, modulation
802.11b/g/| b) 217 Hz
n, RFID
2450, LTE
Band 7
5240 5100- WLAN Pulse 0.2 0.3 9
W 5800 802.11 modulatio
- a/n nb) 217 Hz
5785

a) For some services, only the uplink frequencies are included

b) e carrier shall be modulated using a 50% duty cycle square wave signal.

¢) As an alternative to FM modulation, 50% pulse modulation at 18 Hz may be used because,
while it does not represent actual modulation, it would be worst case.
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is table lists the immunity levels at speci ¢ test frequencies for Proximity
Magnetic Fields Range of 9 kHz to 13.56 MHz

Test Frequency Modulation Immunity Test Level (A/m)
30kHz a) cw 8

134.2 kHz Pulse modulationb) 2.1 kiHz 65 c)

13.56 MHz Pulse modulation b) 75¢)

a) istestis applicable only to ME equipment and ME systems intended in a HOME
HEALTHCARE ENVIRONMENT.

b) e carrier shall be modulated using a 50% duty cycle square wave signal.

¢) RMS before modulation is applied

Note: ese guidelines may not apply in all situations. Electromagnetic propagatientsc
by absorption and re ections from structures, objects, and people.

Field strengths from xed 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. In order to assess the
electromagnetic environment due to xed RF transmitters, an electromagnetic site
survey should be considered. If the measured eld 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.
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 bene ts for
people with diabetes.

Scope of Services

Insulet Corporation's scope of services is limited to providing the
Omnipod 5 Automated Insulin Delivery System

e Omnipod 5 System consists of the Pod and the handheld, wireless Controller
or compatible smartphone running the Omnipod 5 App, which programs the
Pod with insulin delivery instructions.

Compliance

e Omnipod 5 Automated Insulin Delivery System is manufactured and
distributed by Insulet Corporation. e 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,
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1-978-600-7850). For all other questions, concerns, or complaints, please contact
us between the hours of 8:30 am and 6:00 pm 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 a liation.

3. Expect con dentiality of all information pertaining to you, your medical care
and service. Please review our HIPAA Privacy Notice later in this section.

Receive a timely response to your request for service.
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.

© © N o o A~

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. Ask questions about any part of the plan of service or plan of care that you do
not understand.

2. Use the 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. Be accountable for charges not covered by your insurance. You are
responsible for settlement in full of your account.
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5. Notify us immediately of:
a. Equipment failure, damage, or need of supplies.
b. Any change in your prescription or physician.
c. Any change or loss in insurance coverage.

d. Any change of address or telephone number, whether permanent or
temporary.

Limited Express Warranty, Disclaimer, and
Limitation of Remedies for the Controller and Pods

LIMITED EXPRESS WARRANTY, DISCLAIMER OF IMPLIED WARRANTIES AND LIMITATION

OF REMEDIES FOR THE Omnipod 5 AUTOMATED INSULIN DELIVERY SYSTEM HANDHELD
CONTROLLER AND PODS (United States of America)

LIMITED EXPRESS WARRANTY COVERAGE

Limited Warranty Coverage for the Omnipod 5 Automated Insulin Delivery Sy4sedtheld
Controller

Subject to the terms and conditions stated herein (“Limited Express Warranty”), Insulet
Corporation (“Insulet”) warrants to you, the original purchaser of the Omnipod 5 Automated
Insulin Delivery System (“Omnipod 5 SystenT’), that, if Insulet determines, during the

period of four (4) years from the date of purchase, that the Omnipod 5 System handheld
hardware Controller (“Controller”) included in your shipment manifests a defect in material

or workmanship while utilized under normal use and conditions, Insulet will either repair or
replace, at its sole option, the Controller. is four-year (4) warranty period applies only to

new Controllers and, in the event the Controller is repaired or replaced, the warranty period
shall not be extended or reset. us, if Insulet replaces a Controller under this Limited Express
Warranty, the warranty coverage for the replacement Controller shall expire four (4) years from
the date of purchase of the original Controller.

Limited Warranty Coverage for the Omnipod 5 Automated Insulin Delivery Sizsidm

Subject to this Limited Express Warranty, Insulet warrants to you, the original puréhaser o

the Omnipod 5 Automated Insulin Delivery System, that, if Insulet determines, during the
period of eighteen (18) months from the date of manufacture and seventy-two (72) hours
from the time of activation, that an unexpired Omnipod 5 Automated Insulin Delivery System
Pod (“Pod”) included in your shipment manifests a defect in material or workmanship while
utilized under normal use and conditions, Insulet will replace the Pod. To be eligible for
replacement, the activation of the Pod must fall within both time periods (i.e., occur on or
before the expiration date printed on the label with a manufacture date no more than eighteen
(18) months before and on or before a time no more than seventy-two (72) hours before you
notify Insulet of the claim).

is eighteen (18) month and seventy-two (72) hour warranty period apply only to new

Pods and, in the event a Pod is replaced, the warranty period shall not be extended or reset.
us, if Insulet replaces a Pod under this Limited Express Warranty, the warranty coverage
for the replacement Pod shall expire either eighteen (18) 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 rst.
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LIMITED EXPRESS WARRANTY TERMS AND CONDITIONS
Claim Procedure

To be eligible for this Limited Express Warranty, you must notify Insulet of the claimed defect
with the Controller 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
Controller, you must provide the Controller 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 Controller
and/or 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 elects to repair the Controller (which may include, but is
not limited to, a repair kit or replacement part(s) Insulet provides) or refers you to a third

party, you must obtain a prior authorization and return the Controller or the Pod to Insulet.

e Controller or Pod must be properly packaged and returned to Insulet according to

the instructions provided in the Return Merchandise Authorization, or RMA, Kit. With a

prior authorization, Insulet will pay all reasonable freight and transportétages, where
applicable, incurred in shipping the Controller or Pod to Insulet 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, except those
performed or provided by third parties to which you were explicitly referred by Insulet.

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 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, may result in the denial of coverage under this Limited Express
Warranty.

Exclusions

is Limited Express Warranty covers only the original purchaser and cannot be transferred
or assigned with the sale, rental or other transfer of the Controller or of the Pod teeany ot
person or entity.

is Limited Express Warranty will apply only if the Controller or the Pod at issue has been
used in accordance with the Omnipod 5 Automated Insulin Delivery System User Guide and/
or other written instructions provided by Insulet. THIS LIMITED EXPRESS WARRANTY
DOES NOT APPLY IF THE Controller OR THE POD HAVE BEEN:

 Altered, changed or modi ed by any person or entity other than Insulet;
» Opened, serviced or repaired by any person or entity other than Insulet;
» Damaged by an act of God or other “force majeure” like event;

» Damaged by misuse, abuse, negligence, accident, unreasonable use, or improper
handling, care or storage;

» Damaged by wear and tear, causes unrelated to defective materials or vinjpkmans
or other circumstances outside of the reasonable control of Insulet.

is Limited Express Warranty does not apply to test strips, batteries that are not provided by
Insulet, other accessories, or related products provided by third parties (e.g., data managemen
tools, CGMSs).

is Limited Express Warranty does not extend to design defects (i.e. claims that the Controller
or the Pod should have been designe di erent way).
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DISCLAIMER OF IMPLIED WARRANTIES AND LIMITATION OF REMEDIES

REPAIR OR REPLACEMENT AS PROVIDED UNDER THE ABOVE LIMITED EXPRESS
WARRANTY OF THE CONTROLLER OR THE POD IS YOUR EXCLUSIVE REMEDY
AND THE ENTIRE OBLIGATION OF INSULET. THIS EXCLUSIVE REMEDY SHALL

NOT BE DEEMED TO HAVE FAILED ITS ESSENTIAL PURPOSE SO LONG AS INSULET
IS WILLING AND ABLE TO REPAIR OR REPLACE A CONTROLLER OR APOD 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.

IN NO 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 IN THE
CONTROLLER OR APOD OR BY ABREACH 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 Controller or the Pod or the
Omnipod 5 Automated Insulin Delivery System for any speci ¢ person as health care and
treatment are complex subjects requiring the services of quali ed health care providers.

e above Limited Express Warranty gives you speci ¢ legal rights, and you may also have
other rights which vary by jurisdiction. e above Limited Express Warranty applies only to
Controllers and the Pods that were originally sold for use in the United States oBAmeric

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 exclusiongoslimitat
may not apply to you. Insulet Corporation's liability in such jurisdictions shall beditmite

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 modi ed in writing and signed by both Insulet and you, the foregoing Limited
Express Warranty is understood to be the complete and exclusive understanding between
Insulet and you, superseding all prior warranties and agreements, oral or written, and all
other communications relating to any defect in, failure or other malfunction in a Controller,
a Pod, or an Omnipod 5 Automated Insulin Delivery System. No employee, agent or other
representative of Insulet or any other party is authorized to make any productyvarrant
agreement applicable to a Controller, a Pod, or an Omnipod 5 Automated Insulin Delivery
System in addition to those made in the foregoing..

Consent to Disclaimer of Implied Warranties and the Limitation of Remedies

If you do not consent to and instead wish to reject the Disclaimer of Implied Warranties and
the Limitation of Remedies included with the Omnipod 5 Automated Insulin Delivery System,
please return any Omnipod 5 Automated Insulin Delivery System products (including any
Controller and Pods) to Insulet in exchange for a full refund. Failure to return such Omnipod
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5 Automated Insulin Delivery System products shall constitute acknowledgement of and
consent to the Disclaimer of Implied Warranties and the Limitation of Remedies.

Rev: January 2021

HIPAA Privacy Notice

is 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.

is 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 operatio

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 (‘HIPAR). 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 orrcanditio

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 oelyraceiving 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 rst obtaining your written authorization. You may revoke ariiemr
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 O cer. If a copy of the applicable authorization is
not available, please provide a detailed description and date of the same to our Privacy O cer.

ere 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 disclosé Medica
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: WWe may use your Medical Information in order to process
and ful Il your orders and to provide you with customer service.
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Appointment Reminder and Other Communications: We may use or disclose your Medical
Information without your prior written authorization to provide you or others withpam

other things, (i) appointment reminders; (i) product/supply reorder noti cations; and/or (jii)
information about treatment alternatives or other health-related products ancksahat we
provide.

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 noti ed, as
required by law, of any such uses or disclosures.

Public Health: WWe 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. e disclosure will be made for the purpose of preventing or controlling sesea
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 witHaiet@alth
authority.

Communicable Diseases: We may disclose your Medical Information, if authorized by law, to a
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 bene t 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 (i) in certain conditions in response to
a subpoena, discovery request or other lawful proersseaeceive satisfactory assurance

that the party seeking the information has reasonably attempted to notifitiyeuenuest

or has reasonably attempted to secure a quali ed 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. ese law enforcement purposes include:
(i) legal processes otherwise required by law, (i) limited information requests for identi cation
and location purposes, (iii) pertaining to victims of a crime, (iv) suspicion that death has
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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 itis likely that a crime has occurred.

ResearchVe may disclose your Medical Information to researchers when their research has
been approved by an institutional review board that has reviewed the resqaushlfziod
established protocols to ensure the privacy of your Medical Information.

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 conditiopyape may
use or disclose Medical Information of individuals who are Armed Forces personnel (i) for

activities deemed necessary by appropriate military command authorities, or (ji) to foreig
military authority if you are a member of that foreign military service. We may also disclose
your Medical Information to authorized federal o cials for conducting national secunity a
intelligence activities.

Workers' Compensation: We may disclose your Medical Information as authorized tg compl
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 o cial 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; (i) the health and safety of you, other inmates,
or others at the correctional institution; or (jii) 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 require
by the Secretary of the Department of Health and Human Services to investigate or determine
our compliance with the requirements of HIPAA.

Non-identi able Information: e may use or disclose your Medical Information if we have
removed from it any information that is personally identi able to you.

Your Rights

e following is a statement of your rights with respect to your Medical Information and a brief
description of how you may exercise these rights.

YYou Have the Right to Inspect and Copy Your Medical Information: is 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 download our Request Form at

https://omnipod.com/images/upload/HIPAA_Privacy Notice Request_Form.pdf

and follow the directions included on that form. We will respond to your requestin a
reasonable amount of time. If your request is honored, we may charge a nominal fee for
photocopying expenses. Please contact our Privacy O cer if you have questions about access
to your Medical Information.

YYou 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 download our Request Form at
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https://omnipod.com/images/upload/HIPAA_Privacy Notice Request _Form.pdf

and follow the directions included on that form. We will respond to your requestin a
reasonable amount of time. Please contact our Privacy O cer if you have questions about
requesting an amendment to your Medical Information.

YYou 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,

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 noti cation purposes as described in this HIPAA Privacy Notice. Your request must
state the speci c restriction requested and to whom you want the restriction to apgby.dsx
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 healthca
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. If 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 download our Request Form at

https://omnipod.com/images/upload/HIPAA_Privacy Notice Request _Form.pdf

and follow the directions included on that form. We will respond to your requestin a
reasonable amount of time. Please contact our Privacy O cer if you have questions about
requesting a restriction of the use of your Medical Information.

YYou Have the Right to Request to Receive Con dential Communications From Us By
Alternative Means or at an Alternative Location: We will accommodate rbsmguests to
receive con dential communications from us by alternate means or at an alternativa.locatio
We may also limit this accommodation by asking you for information as to how payment will
be handled or speci cation 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 O cer.

You Have the Right to Receive an Accounting of Certain Disclosures We Have Made, if any, of
YYour Medical Information: is 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 noti cation purposes, for national security or intelligencegesp

to correctional institutions or law enforcement o cials, or as part of a limited data set. You

have the right to receive speci ¢ information regarding these disclosures that oceurred a

April 14, 2003, or as otherwise provided for under applicable law. You may request a shorter
timeframe. e 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 download our Request Form at

https://omnipod.com/images/upload/HIPAA_Privacy Notice Request_Form.pdf

and follow the directions included on that form. We will respond to your requestin a
reasonable amount of time. Please contact our Privacy O cer if you have questions about
requesting an accounting of the disclosures of your Medical Information.

You Have e 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 download our Request form at
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and follow the directions included on that form.
Our Duties

GenerallyWe 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 Madi cations: We may change this HIPAA Privacy Notice at any time. Before
we make a signi cant 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 HIPAA Privacy Notice until a Revised HIPAA Privacy Notice lesoeerctive.

e Revised HIPAA Privacy Notice will be e ective for all Medical Information that we
maintain as of the e ective date of the Revised HIPAA Privacy Notice even if we collected or
received the Medical Information prior to the e ective date of the Revised HIPAA Privacy
Notice. e current HIPAA Privacy Notice is posted on our website at https://Omnipod.com.

If you would like to request a paper copy of this HIPAA Privacy Notice, please download our
Request Form at

https://omnipod.com/images/upload/HIPAA_Privacy Notice Request_Form.pdf
and follow the directions included on that form.

What To Do If You Have a Problem or Question

If you 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 O cer
100 Nagog Park
Acton, MA 01720
866-941-0155

Furthermore, if you believe that Insulet has violated your privacy rights with respect to yo
Medical Information, you have the rightto le a complaint in writing with our Privacy O cer

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
ling such a complaint.

E ective Date: August 11, 2004
Revision Dates: April 1, 2009, September 20, 2013, April 22, 2014 and September 2, 2014
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visory Alarms: Pod SO
Pod shut-o hazard alarnSeeHazard
Alarms: Pod ShuO
Pod site map 88
prepare infusion site 89
Product SupportSeeCustomer Care
program reminder setting 129

R

reminders
Custom 130
Program 129
reminder not cations
Check BG Aer Bolus 202
Check BG A er Pod Change
201
Custom Reminder 199
Missed Bolus201
No Active Pod 200
Pod Expiration 200
reservoir, Pod
low advisory alarm setting 128
Reverse Correction 252, 257, 263

S

safety
automatic checks 85
electrical 366-381
screen
brightness 125
protector 31
sensitivity 31
time-out 125
Searching for CGM 279
security
application 66
controller 61
set temp basal
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activating 105
settings
airplane mode 124
Bolus Calculator 250-252
check BG a@r bolus 236
Correct Above 250
Correction Factor 252
custom reminders 130
Duration of Insulin Action 252
extended bolus eoguration 250
IC Ratio 251
lock screen image 125
lock screen message 125
low reservoir 128
Maximum Basal Rate 132
Maximum Bolus 250
Minimum Glucose for Calcs 251
PIN 125
Pod expiration 128
Pod Shut-O 129
program reminders 129
Reverse Correction 252
screen brightness 125
screen time-out 125
summary 355
Target Glucose 250
temp basal 132
set up controller 58
set up new Pod 80
shorthand for navigation 34
sick days 224
site selection, Pod 87
speci cations, technical
Pod 356
sports 224
start insulin delivery 122,174
stop optimizing battery (on phone)
187
stop (pause) insulin delivery 120
storage (on phone) 184
storing PDM
speci cations 358
storing Pod
location 204
speci cations 356
supplies

controller setup 57
obtaining 57
travel 214
surgery 225
suspend (pause) insulin delivery 121
swimming 205
Switching modes
from automated to manual 299
symbols on labels 364
symptoms
DKA 223
hyperglycemia 220
hypoglycemia 217
system modesSeanodes

T

Target Glucose 250, 256268
temp basal
activate or set 105
presetSedemp basal preset
setting 132
setto zero 105, 121
understanding 109-112
temp basal preset
Creating a New Temp Basal Preset
107
Deleting a Temp Basal Preset 109
Editing or Renaming a Temp Basal
Preset 108
temperature
insulin 81, 204
PDM storage206
Pod 81, 356
text, entering 32
time-out, controller screen 125
touchscreen 31
brightness 125
sensitivity 31
time-out 125
Transmitter Error 279
Transmitter Not Found 279
travel 215-216

U

uncon rmed bolus 143
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unlock
controller 38
Urgent Low Glucose
advisory alert 175
USB cable 207

Vv

vacation 215
vibration or sound
noti cations 157

w

wake up controller 38
warranty 374
water
and the Controller 206
and the Pod 205

X
X-rays 215
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Notes

Use these pages to keep track of your important settings. Remember to update
your information if you change or add settings.

Basal Program 1 Basal Program 2

Name Basal rate Name Basal rate
midnight to U/hr | | midnight to U/hr
to Ulhr to Ulhr
to Ulhr to Ulhr
to Ulhr to Uhr
to Ulhr to Uhr
to Ulhr to Ulhr
to Ulhr to Uhr

Name Basal rate Name Basal rate
midnight to U/hr| | midnight to Ufhr
to Ulhr to U/hr
to Ulhr to U/hr
to Ulhr to U/hr
to Urhr to U/hr
to Ulhr to U/hr
to Ulhr to U/hr

Target Glucose:Bolus Correct Above: Suggest

Time segment Calculator aims for this correction if glucose is

value above

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




Correction Factor

i 1 unit of insulin
cach ime seqment | decreases
midnight to mg/dL

to mg/dL
to mg/dL
to mg/dL
to mg/dL
to mg/dL
to mg/dL
to mg/dL
Duration of Insulin Action
Time that insulin remains “active” in the bodgraa bolus

IC Ratio for eachtime 1 unitof

segment insulin covers

midnight 0 g carb
to gcarb)
to gcarb
to gcarb
to gcarb
to gcarb
to gcarb
to gcarb

hrs

Temp Basal Presets
Name

Rate (circle measurement)

U/hr or %

U/hr or %

U/hr or %

U/hr or %

U/hr or %

U/hr or %

U/hr or %

Favorite Foods

Grams of

Name carbohydrates

gcarb
gcarb
gcarb
gcarb
gcarb
gcarb
gcarb

Max Basal Rate

Upper limit for basal rates in a Basal
Program ortemp basal ___ U/hr

Maximum amount of insulin that you can
requestinasingle bolus__ U/hr
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