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Glossary

Alert Analert warns you that a situation needs your
attention and that you should respond/take appropriate
action.

Blood Glucose Meter A commercially available device
used to measure glucose using a blood sample from a
fingerstick.

Bluetooth® A brand name for a wireless networking
technology that uses short wave radio frequencies (RF)
to connect mobile devices and other wireless electronic
devices.

Calibration Blood glucose reading from a fingerstick
sample entered in the Eversense App to check the
accuracy of the system. With the Eversense E3 System,
there are two phases: Initialization Phase during which
4 fingerstick tests are required, and the Daily Calibration
Phase, during which a fingerstick test is required once
or twice daily.

CGM Continuous Glucose Monitoring. Continuously
monitoring your glucose levels from interstitial fluid
every few minutes.

Contraindication A condition or circumstance in which
a person should not use the device.

CT Computed Tomography

Eversense E3 CGM User Guide

Do Not Disturb Mode (DND in the Eversense App)
When enabled, the mobile app will stop displaying
non-critical alerts, and the smart transmitter will stop
providing vibratory notifications for non-critical alerts.
Critical alerts will still be provided. Many mobile devices
have a separate Do Not Disturb Mode. Consult the
manufacturer’s instructions for more information.

Electromagnetic Interference A strong field of energy
generated by electrical or magnetic devices.

EULA End User License Agreement

Eversense App Software program that is installed on a
mobile device and is used to display CGM glucose data
sent from the smart transmitter.

Eversense DMS A web-based application compatible
with the Eversense App where your glucose data is
stored and can be viewed.

Eversense NOW A remote monitoring mobile
application that allows you to share your glucose data
with other people.

FAQ Frequently Asked Questions



Health Care Provider A physician, physician assistant,
and/or nurse practitioner who has successfully
completed the Eversense E3 CGM Insertion and Removal
Training Program and has read and understood the
Eversense E3 CGM Sensor Insertion and Removal
Instructions.

“HI” Reading Indicates a sensor glucose reading is
> 400 mg/dL.

Hyperglycemia An episode of high blood glucose.
Hypoglycemia An episode of low blood glucose.

Interstitial Fluid (ISF) The fluid between cells in the
body. The Eversense E3 CGM measures glucose from
an interstitial fluid sample, versus glucose in a blood
sample obtained from a fingerstick.

Jailbroken Device A device (iPhone or iPod) that has
been modified to remove the controls and limits set by
the original manufacturer.
LED Light Emitting Diode

Linked Sensor A sensor that is connected to a smart
transmitter.

“LO” Reading Indicates sensor glucose reading is
<40 mg/dL.

Mobile Device A handheld device built on a mobile
operating system that runs the Eversense App and
communicates with the smart transmitter.

mg/dL Milligrams per deciliter, a unit of measure that
shows the concentration of a substance in a specific
amount of fluid. In some countries, including the
United States, glucose test results are reported as
mg/dL, indicating how much glucose is in the blood
when using a blood glucose meter, or how much
glucose is in the interstitial fluid when using some CGM
systems, like the Eversense E3 CGM System.

mmol/L Millimoles per liter, a unit of measure that
shows the concentration of a substance in a specific
amount of fluid. In many countries, glucose test results
are reported as mmol/L, indicating how much glucose is
in the blood when using a blood glucose meter, or how
much glucose is in the interstitial fluid when using some
CGM systems, like the Eversense E3 CGM System.

MRI Magnetic Resonance Imaging

MR Conditional An item with demonstrated safety in
the MR environment within defined conditions including
conditions for the static magnetic field, the time-varying
gradient magnetic fields and the radiofrequency fields.

Rate of Change/Trend Arrows Indicators of direction
and speed of change of your glucose levels.

Remote Monitoring An optional feature that allows
you to invite others to view your CGM data using
Eversense NOW, a separate mobile app they download
to a compatible mobile device.

Eversense E3 CGM User Guide



Rooted Device A device (Android) that has been
modified to remove controls and limits set by the
original manufacturer.

Sensor A device inserted subcutaneously for
continually measuring interstitial fluid glucose levels.

Snooze Setting Used to set how often an alert repeats.
Subcutaneous Located beneath the skin.

Smart Transmitter A reusable device worn externally
over the inserted sensor that powers the sensor and
sends glucose information to the mobile device for
display in the Eversense App.

Warm-Up Phase The period the sensor requires to
adjust after the sensor has been inserted and before
calibrations.

8 Eversense E3 CGM User Guide



This section reviews how to use this guide and describes your new Eversense E3 CGM System,
including its components and intended purpose.

Congratulations on having Eversense E3 CGM technology to assist you in managing your diabetes. Your Eversense E3
CGM System is intended to continually measure glucose levels for up to 180 days after your sensor is inserted. Glucose
information collected by the system is automatically sent to your mobile device. You must contact your health care
provider (physician, physician assistant, and/or nurse practitioner) to schedule the insertion and removal of your
Sensor.

Help and Support

Please review this User Guide with your health care provider. For additional Eversense E3 product questions and
troubleshooting issues, contact Customer Support toll free in the US at 844-SENSE4U (844-736-7348).

For additional information on getting started with Eversense E3, watch the training videos and view training
resources at www.eversensediabetes.com/resources. To check for the most recent version of this User Guide, visit
www.eversensediabetes.com.

Eversense E3 CGM User Guide
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Eversense E3 CGM System Components
The System includes 1) a small sensor inserted subcutaneously by a health care provider, 2) a removable smart
transmitter worn over the sensor, and 3) a mobile app to display the glucose readings.

Eversense E3 Sensor

The sensor is inserted under the skin (upper arm) and measures glucose in
interstitial fluid for up to 180 days. These glucose levels are then calculated
by the smart transmitter and sent to the app. Sensors provided with the

Eversense E3 CGM System include the sacrificial boronic acid (SBA) design
modification. Sensor

Eversense E3 Smart Transmitter

The removable smart transmitter is worn externally over the sensor and
powers the sensor. It wirelessly sends glucose data (via Bluetooth) to the
mobile device app. The smart transmitter also provides on-body vibe alerts
based on the glucose settings you choose. It has a rechargeable battery and
is reusable for up to one year. Smart Transmitter

Eversense E3 CGM User Guide



Eversense App

The Eversense App is a software application that runs on a mobile device (e.g., smartphone or tablet) and displays
glucose data in a variety of ways. It also provides alerts based on the glucose settings you choose.

The Eversense App screens layouts will vary based on P |

your mobile device’s model and/or operating system. g,,m e |
Throughout this User Guide, we have included some |5 o~ o s
examples of these differences. 1 09 mg/dL

Dmv e 19, 2020

Make sure your mobile device is using the latest
operating system that is listed as compatible on
our website at www.eversensediabetes.com/

compatibility. i

i0S Android

IMPORTANT: In order to use the Eversense E3 CGM System, you must have an understanding of downloading
and using mobile apps on your handheld device. Data from the Eversense E3 Smart Transmitter is sent wirelessly via
Bluetooth. Carefully read the instructions in this User Guide for downloading and installing the Eversense Mobile App,
and for pairing your mobile device with the smart transmitter. If there is anything you do not understand in this User
Guide, please consult your health care provider. For product questions, contact Senseonics Customer Support.

Disposable adhesive patches for daily use are also included as part of the system, and will be provided to you by your
health care provider after your sensor has been inserted. The patch has an acrylic adhesive side that attaches to the
back of the smart transmitter, and a silicone adhesive side that attaches to the skin.

Eversense E3 CGM User Guide 11
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Eversense E3 System Overview

A separate blood glucose monitoring system (not provided by Senseonics) is required for calibrating the CGM System,
and to make treatment decisions under certain conditions. See Understanding Treatment Decisions with CGM.

When used properly, these components work together to help ensure you get continuous glucose monitoring for

up to 180 days.

To ensure you receive continuous glucose readings and other information, follow these daily use tips:
v" Wear your smart transmitter all the time except when charging.

v’ The smart transmitter is water-resistant to a depth of 1 meter (3.2 feet) for 30 minutes. Exposing the smart
transmitter to conditions beyond this will result in damage and void your warranty.

v" Make sure your smart transmitter has enough battery power at all times.

v Perform two blood glucose meter calibration tests each day when prompted.

v’ Pay attention to alerts and notifications you receive from your smart transmitter and mobile device.
v Replace the adhesive patch on your smart transmitter daily.

v" You can remove the smart transmitter from the upper arm at any time, except during calibration. Remember that
no data are collected when the smart transmitter is not communicating with the sensor. When you place the smart
transmitter back on the sensor site, it will take up to 10 minutes for sensor communication to re-start and for
glucose readings to appear in the app.

v" When the smart transmitter and mobile device are not within range of each other, any data gathered by the smart
transmitter is stored and sent to the app when the mobile device and smart transmitter are back within range.

v/t is safe for you to wear your sensor and smart transmitter when you go through metal detectors at airports. While
flying, the smart transmitter performs similarly to any other Bluetooth device. Be sure to follow the specific safety
guidelines mandated by the airline.

Eversense E3 CGM User Guide



Some of the features of the Eversense E3 CGM System:

Wireless communication with the sensor, smart transmitter and app.

Long-term sensor wear in the upper arm for up to 180 days.

Alerts when pre-set Low or High Glucose Alert levels (hypoglycemia or hyperglycemia) are reached.
Predictive Alerts let you know before reaching pre-set Low or High Glucose Alert levels.
Use of mobile device (e.g., smartphone) to display glucose readings.

On-body vibe alerts with the smart transmitter even when mobile device is not nearby.
Provides readings within 40 - 400 mg/dL range every 5 minutes.

Trend arrows that show whether your glucose values are rising or falling and how fast.
Graphs and statistics that show your glucose results in easy-to-understand formats.
Removable and rechargeable smart transmitter.

Event entry capabilities (like meals, exercise and insulin).

Stores glucose data in the app and on the smart transmitter.

Provides remote monitoring capability to others using the Eversense NOW Mobile App.

Eversense E3 CGM User Guide 13
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System Requirements

* The Eversense E3 CGM System.

* A compatible smartphone for Android or Apple iPhone® or iPod® or iPad® that has Bluetooth Smart (or Bluetooth
Low Energy). The Eversense App also works with the Apple Watch®.

* For alist of compatible devices and operating systems, please go to www.eversensediabetes.com.
* The Eversense App downloaded to your mobile device from the Apple App Store or on Google Play™.

End User License Agreement and Privacy Policy

Use of the Eversense App is subject to the terms and conditions of the most current Eversense End User License
Agreement and Eversense Privacy Policy. These documents are updated from time to time and are posted at
www.eversensediabetes.com.

Jailbroken or Rooted Devices

DO NOT use the Eversense App on mobile devices that have been rooted (Android) or jailbroken (Apple). Devices
that have been jailbroken or rooted may function differently than the manufacturer intended, which can affect the
performance of the mobile applications running on the device, and could cause failures of the Eversense Mobile App.

Broken Screen or Button

If the screen of your mobile device is broken, or the buttons do not work, then you may not be able to use your
Eversense E3 System and you may miss low or high glucose events.

Device Modifications

DO NOT modify the Eversense E3 CGM System for use with products, accessories, or peripheral equipment not
furnished or approved in writing by Senseonics. Unauthorized modifications void your transmitter warranty and may
impact system performance.

Eversense E3 CGM User Guide



Indications for Use

The Eversense E3 CGM System is indicated for continually measuring glucose levels in adults (18 years or older) with
diabetes for up to 180 days. The system is indicated for use to replace fingerstick blood glucose measurements for
diabetes treatment decisions.

The system is intended to:

* Provide real-time glucose readings.

* Provide glucose trend information.

* Provide alerts for the detection and prediction of episodes of low blood glucose (hypoglycemia) and high blood
glucose (hyperglycemia).

The system is a prescription device. Historical data from the system can be interpreted to aid in providing therapy
adjustments. These adjustments should be based on patterns and trends seen over time.

The system is intended for single patient use.

MRI Safety Information

Non-clinical testing has demonstrated the Eversense E3 Sensor is MR Conditional. A patient with this device can be

safely scanned in an MR system meeting the following conditions:

* Static magnetic field of 1.5T or 3.0T.

* Maximum spatial field gradient of 2000 gauss/cm (20 T/m).

* Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 4 W/kg (First Level
Controlled Operating Mode).

Under the scan conditions defined above, non-clinical testing results indicate the Sensor is expected to produce a
maximum temperature rise of less than 5.4 °C after 15 minutes of continuous scanning. In non-clinical testing, the
image artifact caused by the device extends approximately 2.83 inches (72 mm) from the Eversense E3 Sensor when
imaged with a gradient echo pulse sequence and a 3T MR system.

The Eversense E3 Smart Transmitter is MR Unsafe and MUST BE REMOVED before undergoing an MRI procedure. Before
you undergo an MRI procedure, tell the MRI staff that you have an Eversense E3 Sensor and Smart Transmitter.

Eversense E3 CGM User Guide 15
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Contraindications

The smart transmitter is incompatible with magnetic resonance imaging (MRI) procedures. The smart transmitter is
MR Unsafe and MUST BE REMOVED before undergoing an MRI (magnetic resonance imaging) procedure.
For information on the sensor, please see MR/ Safety Information.

The system is contraindicated in people for whom dexamethasone or dexamethasone acetate may be contraindicated.

Mannitol or sorbitol, when administered intravenously, or as a component of an irrigation solution or peritoneal dialysis
solution, may increase blood mannitol or sorbitol concentrations and cause falsely elevated readings of your sensor
glucose results. Sorbitol is used in some artificial sweeteners, and concentration levels from typical dietary intake do
not impact sensor glucose results.

What is Included in this Kit
This Eversense E3 Smart Transmitter Kit contains the following:

Ve

Eversense E3 Smart Transmitter Charging Cradle Power Supply
(USB cable and AC power adapter)

Also included in this package is this User Guide, Quick Reference Guide, Next Steps sheet, and a wallet card (not shown).

How to Use this User Guide

This guide describes how to use your CGM System. Read the entire guide before using the system.
* Any warnings or precautions are highlighted in a box.
* User tips are preceded by the v symbol.

Eversense E3 CGM User Guide



5 E i | Rig|

This section describes the benefits, expectations and risks associated with using the Eversense E3
CGM System.

Continuous glucose monitoring aids in the management of diabetes and glucose control, which can improve your
quality of life. Best results are achieved when you are fully informed about the risks and benefits, insertion procedure,
follow-up requirements, and self-care responsibilities. You should not have the sensor inserted if you cannot properly
operate the CGM System.

The CGM System measures glucose in interstitial fluid (ISF) between the body’s cells. Physiologic differences between
ISF and blood from a fingerstick may result in differences in glucose measurements. These differences are especially
evident during times of rapid change in blood glucose (e.g., after eating, dosing insulin, or exercising), and for some
people, during the first several days after insertion due to inflammation that may result from the insertion procedure.
Glucose levels in ISF lag behind glucose levels in blood by several minutes.

IMPORTANT: If your symptoms do not match the glucose alerts and readings from the Eversense E3 CGM
System, a fingerstick blood glucose check with a home blood glucose meter should be performed prior to making
treatment decisions.

Failure to use the Eversense E3 CGM System in accordance with the instructions for use may result in you missing a
hypoglycemic or hyperglycemic glucose event, which may result in injury.

The sensor has a silicone ring that contains a small amount of an anti-inflammatory drug (dexamethasone acetate).
It has not been determined whether the risks associated with injectable dexamethasone acetate apply to the
dexamethasone acetate elution ring inside the sensor. The elution ring releases a small amount of dexamethasone
acetate when the sensor comes in contact with body fluids and serves to minimize the body’s inflammatory response
to the inserted sensor. Dexamethasone acetate in the ring may also cause other adverse events not previously seen
with the injectable form. For a listing of potentially adverse effects related to dexamethasone acetate, contact your
health care provider.

Eversense E3 CGM User Guide 17
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Unauthorized modifications of the equipment, improperly accessing information within it or “jailbreaking” your
system, and taking any other unauthorized actions may cause the CGM system to malfunction and may put you at
risk. Unauthorized modification of the equipment is not permitted and voids your warranty.

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

Risks and Side Effects

The glucose alerts and notifications will not audibly notify you when the sound on the mobile device is turned off. If
the system cannot display a glucose value, it also cannot provide glucose alerts. If you are unable to feel the vibration
of the smart transmitter you may not notice the alerts. You may need medical attention in the event that you have
high or low glucose and are unaware of it.

IMPORTANT: If you do not test your glucose with a blood glucose meter when your symptoms are not
consistent with the sensor glucose readings, you may miss a high or low glucose event.

Treatment decisions should be made based on a review of the following: a sensor glucose value, trend arrow, recent
glucose trend graph, and system alerts/notifications. You should not make a treatment decision unless you have
considered all this information.

Be sure you talk with your health care provider about insulin action, so you understand how its impact on your
glucose may factor into your treatment decisions.

The sensor is inserted by making a small incision and placing it under the skin. This process may cause infection, pain
or skin irritation. Additionally, the adhesive may cause a reaction or skin irritation. Dizziness, fainting and nausea were
reported in small numbers during clinical studies, as were instances of the sensor breaking or not being removed on
first attempt. Any medical issue related to the procedure or use of the device should be reported to your health care
provider.

Eversense E3 CGM User Guide




Warnings
® The Eversense E3 CGM System has not been tested using insertion sites other than the upper arm.

* |f at any time your symptoms are not consistent with the sensor glucose readings, you should test your
glucose with a blood glucose meter.

* Before making a treatment decision, you should take into account the sensor glucose value, the trend graph,
the trend arrow and any alerts from the Eversense E3 CGM System. If no trend arrow is displayed, the system
does not have enough data to display direction and rate of change. You should not make a treatment decision
based solely on the sensor glucose value.

* If your smart transmitter is damaged or cracked, DO NOT use, as this could create an electrical safety hazard
or malfunction, and could result in electrical shock.

® (Close contact with direct EMI may interfere with the smart transmitter’s ability to send data to your mobile
device. Move away from the source of EMI and check that your mobile device is connected to your smart
transmitter.

* Antibiotics of the tetracycline class may falsely lower sensor glucose readings. You should not rely on sensor
glucose readings while taking tetracyclines.

® The bandage should remain covering the incision for 48 hours as this is a standard of care to allow formation
of a water-tight seal to help protect against infection. Until it has healed, always cover the insertion site with
a sterile bandage before placing the smart transmitter adhesive over the sensor. Failure to do so could result
in infection at the insertion site.

® Please review this User Guide with your health care provider. For additional Eversense E3 product questions
and troubleshooting issues, contact Customer Support toll free in the US at 844-SENSE4U (844-736-7348).

® Always calibrate the system using only a fingerstick blood sample. DO NOT use an alternative site (such as
forearm or palm) blood glucose reading to calibrate the system.

Eversense E3 CGM User Guide
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Warnings (continued)

DO NOT insert your infusion set or inject insulin within 4 in (10.16 cm) of the sensor site. If the insulin delivery

site is within 4 in (10.16 cm) of the sensor site, it may interfere with sensor glucose readings and can cause

inaccurate glucose readings.

Always follow your health care provider’s instructions for care after the sensor insertion or removal. Contact

your health care provider if any of the following events occur:

- You have pain, redness, or swelling at the incision site(s) later than 5 days after the sensor insertion or
removal, or if the incision has not healed within 5 to 7 days.

If your sensor glucose is very low (below 40 mg/dL) or very high (above 400 mg/dL), you should perform a

fingerstick blood glucose test prior to making a treatment decision.

The Eversense E3 CGM System requires calibration in order to provide accurate readings. You should not use

CGM readings to make treatment decisions unless you have followed the instructions for daily calibration.

The Eversense E3 CGM System will not provide readings during the 24 hour Warm-Up Phase and until a

second calibration is successful during the Initialization Phase. During this time, you should monitor your

glucose using a home blood glucose monitor.

Certain conditions and alerts will prevent glucose data from being displayed. During these times, you should

use a home blood glucose monitor to make treatment decisions. You should carefully read the Alerts and

Notifications section of the Eversense E3 CGM System User Guide to understand these conditions.

The glucose alerts and notifications will not audibly notify you when the sound on your mobile device is

turned off. If the system cannot display a glucose value, it also cannot provide glucose alerts. If you are

unable to feel the vibration of the smart transmitter you may not notice the alerts.

When the smart transmitter is not worn over the sensor, such as during charging, the Eversense E3 CGM

System will not provide alerts and notifications on the mobile device or through vibration alerts from the

smart transmitter.

If you are allergic to any of the materials used in the sensor or smart transmitter that are listed in the

Technical Specifications of this User Guide, DO NOT use the Eversense CGM System.

Eversense E3 CGM User Guide



Precautions

® DO NOT exchange smart transmitters with another person. Each smart transmitter can be linked to only one
sensor at a time. The system is to be used by one person in the home environment.

® The following medical therapies or procedures may cause permanent damage to the sensor particularly if

used in close proximity to the device:

- Lithotripsy - The use of lithotripsy is not recommended for people who have an inserted sensor because
the effects are unknown.

- Diathermy - DO NOT use diathermy on people who have an inserted sensor. Energy from the diathermy can
transfer through the sensor and cause tissue damage in the insertion area.

- Electrocautery - The use of electrocautery near the inserted sensor may damage the device. DO NOT use
electrocautery near the sensor.

® Steroid use - It has not been determined whether the risks usually associated with injectable dexamethasone
acetate apply to the use of this dexamethasone acetate elution ring, a highly localized, controlled-release
device. The dexamethasone acetate ring could cause other adverse events not listed or previously seen.

® DO NOT wear the smart transmitter during medical x-rays or computed tomography (CT) scans. To avoid
interference with results, remove the smart transmitter before undergoing medical x-ray or CT scans. Make
sure your health care provider knows about your smart transmitter.

® The sensor and smart transmitter should be linked the day of insertion. Failure to link the sensor and smart
transmitter could result in a delay in receiving glucose readings.

® |f the sensor, insertion site or smart transmitter feels warm, remove the smart transmitter immediately and
contact your health care provider for further advice. A warm sensor could mean there is an infection or a
sensor malfunction.

® DO NOT attempt to use the Eversense App while operating a motor vehicle.

® You should not receive massage therapy near the inserted sensor site. Massage therapy near the sensor site
could cause discomfort or skin irritation.

Eversense E3 CGM User Guide
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Precautions (continued)

Use only the AC power adapter and USB cable provided with the smart transmitter when charging the smart
transmitter battery. Use of another power supply could damage the smart transmitter, not allowing glucose
readings to be received properly, create the risk of fire, and could result in voiding your warranty. If your
Eversense AC power adapter or USB cable is damaged or lost, contact Customer Support for a replacement to
ensure safe operation of the device.

If you have any concerns about allergic reaction to adhesive products containing silicone, contact your health
care provider prior to use. Discard the Eversense adhesive patch after each use of up to 24 hours.

DO NOT change the unit of measurement unless you have discussed it with your health care provider. Using
the incorrect unit of measure could result in missing a high or low glucose event.

Entering incorrect blood glucose values for calibration can result in inaccurate sensor glucose readings, which
may result in you missing a high or low glucose event.

Follow your health care provider’s recommendation for setting your glucose alerts. Incorrectly setting your
glucose alerts can result in you missing a high or low glucose event.

Pay attention to the glucose alerts the system provides. Failure to appropriately respond to an alert might
result in you missing a high or low glucose event.

The Eversense NOW Remote Monitoring App does not replace the monitoring regimen as directed by your
health care provider.

The Eversense E3 CGM System has not been tested in the following populations: women who are

pregnant or nursing, people under the age of 18, critically ill or hospitalized patients, people receiving
immunosuppressant therapy, chemotherapy or anti-coagulant therapy, those with another active implantable
device, e.g., an implantable defibrillator (passive implants are allowed, e.g., cardiac stents), those with
known allergies to or using systemic glucocorticoids (excluding topical, optical or nasal, but including
inhaled). The system’s accuracy hasn’t been tested in these populations, and sensor glucose readings may be
inaccurate, resulting in missing a severe low or high glucose event.

The Apple Watch is a secondary display of Eversense E3 CGM data and should not be used in place of the
primary Eversense E3 CGM display.

Eversense E3 CGM User Guide




This section describes steps required before you can begin using your new Eversense E3 CGM

System on a daily basis. You may perform these steps before your health care provider inserts
the sensor.

To get started you need:

* Your compatible mobile device to download the Eversense App.

* Wireless internet connection.

* The Eversense E3 Smart Transmitter box that includes your smart transmitter and power supply.

Note: If you have not received your Smart Transmitter box skip to instructions on downloading and installing the
Eversense App to your compatible mobile device later in this section.

After you receive your smart transmitter it must be fully charged before pairing with the app.

Note: Your smart transmitter is set to “sleep” status for shipping. When you charge the smart transmitter for the
first time, the status changes to active.

Your smart transmitter comes with a 12 month warranty. The system will alert you when the transmitter warranty
exceeds 365 days.

Eversense E3 CGM User Guide 2.3
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Charging your Smart Transmitter

It is important to charge the smart transmitter battery daily to ensure data is collected from the sensor and sent to
the app. The smart transmitter does not collect information from the sensor or send it to the app while charging. You
may also charge your smart transmitter by connecting the USB cable to a computer USB port instead of the AC power
adapter. Using a computer may take longer to fully charge the smart transmitter battery.

Precaution: Use only the AC power adapter and USB cable provided with the smart transmitter when
charging the smart transmitter battery. Use of another power supply could damage the smart transmitter,

not allowing glucose readings to be received properly, create the risk of fire, and could result in voiding your
warranty. If your Eversense AC power adapter or USB cable is damaged or lost, contact Customer Support for a
replacement to ensure safe operation of the device.

1. Plug the standard end of the USB cable into the 2. Plug the micro end of the USB cable into the
adapter on the USB port. charging cradle on the USB port.
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3. Line up the four gold pins on the bottom of the 4. Plug the adapter into an AC power outlet.

smart transmitter with the four gold pins on the * Once fully charged, a small green LED light
charging cradle. appears on the top front of the smart transmitter
* Slide the smart transmitter into place in the (above the power button).
charging cradle. * Disconnect the power supply from the smart
* Once positioned, push down on the smart transmitter after it is fully charged.
transmitter until it snaps into place. * To release the smart transmitter from the

charging cradle, pull back on the tab and lift the
smart transmitter out of the cradle.

—— LED Indicator
(lights green
or orange)
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Turn the Smart Transmitter ON and OFF

The smart transmitter has a power button to turn the device on and off. The power button and two light emitting
diodes (LED) lights are also used to indicate the remaining battery power.

To turn the smart transmitter ON, press and hold the power button

for about five seconds. LED indicator

* The smart transmitter will vibrate once.

* Release the power button and the LED will blink once indicating

the power is ON. Power button

At any time, you can press the power button once to see if the smart
transmitter is ON. If the LED appears, the smart transmitter is ON.
If no LED appears, the smart transmitter is OFF.

Note: To turn the smart transmitter OFF, press and hold the
power button for about five seconds.

* The smart transmitter will vibrate once.

* Release the power button and an orange light will blink once,
indicating the power is OFF.
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Downloading, Installing and Setting up the App

Download and Install the App
The app is designed to work with the smart transmitter to automatically receive and display sensor glucose data.

1. Select the mobile device you 2. Download the free Eversense 3. On the Install screen, tap
would like to use to display App from the Apple App Store Install application
your glucose readings. In or on Google Play. and follow the installation
most cases, this would be a The prompts to install the app instructions.
smartphone. will vary between i0S and After 1- 2 minutes, check your
Android operating systems. mobile device display for the

Eversense App icon.

9 IMPORTANT:

* Make sure that you have a
wireless internet connection,
the date and time are correct

Eversense App Icon on your mobile device, and

that Bluetooth is turned ON

before continuing.

* DO NOT add the app to
Private Space or similar
mobile device features
that will prevent it from
providing notifications or
communicating with the rest
of the system.

Note: Make sure your
mobile device is using the
latest Eversense-compatible
operating system.
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Set up the App - Account Creation and Enabling Bluetooth and Notifications

Once the app is downloaded, complete the steps for creating your Eversense account. You will also be prompted to
enable Bluetooth for pairing your smart transmitter to your mobile device, and enabling notifications.

1. Launch the app by tapping the 2. You must create an Eversense account before you are
Eversense App icon on your mobile able to log in. Tap Create an account.
device. The END USER LICENSE
AGREEMENT will appear.

. Email
* Review the Agreement and tap F— ]
Accept to agree to the terms of the paseword
License Agreement. o]
Forgot my password
Mo Transmitter C
SFSense.
END USER LICENSE AGREEMENT
R Create an account
P & —— . S— @ e w
e e S -
s e -
gt ;':f_“._:‘; :“"_._.._.‘._
poa—— Delete Account
. . )
Note.: If you already have an Eversense account, log in
from this page. If you forget your password, you can reset

it via the app. If you forget your email associated with your
account, go to Main Menu > About > My Account.
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3. Enter your account information and then tap Submit.

* To activate your Eversense account, click the link in the email sent from donotreply@eversensediabetes.com.

A page will be displayed that confirms your account has been activated.

4. Return to the Eversense App. Tap the link to log in.

* Enter your email address and password and tap LOG IN.

Note: The password is case sensitive.

Create an account
—
First Name
Last Name:
Email
Password
°
Confirm Password
°

To activate your account, click the link we've
sent to

Taphere tolog in

Note: If you have not received the confirmation email with the link
to activate your account within a few minutes, check your spam folder.

Eversense E3 CGM User Guide
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5. The app will ask you to enable notifications and Bluetooth. The permissions text may differ slightly between

i0S and Android.

* Tap Allow to ensure you receive alerts when
the app is in use or in the background.

Enable Notifications

“Eversense” Would Like to

[Eversense uses notifications to send you
important information about your glucose
levels and system status.

Note: Make sure to Allow Notifications from the
Eversense App to receive alerts and notifications to
your mobile device.

Eversense E3 CGM User Guide

* Tap OK to enable Bluetooth for pairing the
smart transmitter to the mobile device.

Enable Bluetooth

The Eversense Mobile App requines
Bluetoath permission to enable pairing with
an Eversense Smart Transmitter,

To receive alerts and sensor readings when
the appis in use or in the background, allow
Eversense to use Bluetooth,

“Eversense” Would Like to
Use Bluetooth




Unit of Measurement and Treatment Decisions

You will need to confirm that the default unit of measurement that will be used to display glucose values is correct
for you and your region. The app will also provide you with general information about when to make treatment

decisions with the Eversense E3 CGM System.

1. The UNIT OF MEASUREMENT screen appears and indicates the
standard unit of measurement for your region. Your glucose readings will
always be displayed in this unit of measurement.

* When the unit of measurement is confirmed, tap Finish.

Precaution: DO NOT change the unit of measurement unless you have
discussed it with your health care provider.

UNIT OF MEASUREMENT

The glucose reading has been set 1o be displayed
iin the unit of measurement shown below.

Unit of Measurement: mg/dL
Example: 160 mg/dL (or anywhere in the 40-400
mg/dL range)

mg/dL Vv

mmol/L
If you wish to change your unit of measurement to
mmol/L, you can only do so at this time. Before
changing this setting, please consult with your
doctor if you are unsure what your unit of
measurement should be.

Eversense E3 CGM User Guide
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2. Tap through the introduction screens that provide information about when to make treatment decisions with
the Eversense E3 CGM System.

[

Trestment decisions OK Symptoms den't match the a

M Miaka & Troatment Bactsicn whan ALL of the I yOUT SYMREOME de At Match Wht you 5e0
e\Jersense. information below |5 avalabie. i the Eversanse COM Mot App, s your
> BG rnater 1o confirm with a fingersiick cheek
B ——— sl sl sl sty
‘Welcoma to the Eversense CGM
Mobile App. Staius bar

T ——
T L T rp—— — AR
pene 109 -, o & fingarstick chack
YO Shoud Use yeUr meter b make treatment —a mgra.  Trend with your BG meter.
decizions until pou undorstand how tha duration of e aTow

iauin action impacts your glucoss in difisrnt el

snations.

Ffer to your Eversense CGM System User Gude sl.l
for complete information on making reatment Y

docizions using your COM Systom

4

Treatment decision nat O Summary
o shoukd not make & tragtmant Should you make a freatment decision?
dacision when:
& vee s T8
Mo glucsse value is displayed - = 109 -
o reading is availabla.
— & No. Symptoms don't match
the app.

Glucose Value is displayed in gray -
not enough data to display trend amow. & Ho.

100

]

®* 1100
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3. Choose one of the two options for pairing your smart transmitter.

* |f you select I have a Smart Transmitter, you will begin System
Setup to pair the smart transmitter to your mobile device.

* |fyou select I do not have a Smart Transmitter, you will be taken to OR
the Home Screen.

| have a Smart Transmitter

| do not have a Smart Transmitter
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System Setup
System Setup Menu

The System Setup Menu will be your guide for setting up your Eversense system.

Check marks will be displayed after completing each step.
* Connect: Pair your smart transmitter to the mobile device.
* Sensor: Link your inserted sensor with the smart transmitter.

* Warm-up Phase: The 24-hour period after the sensor is linked with the
smart transmitter.

* Initialization Phase: Enter 4 calibrations 2 to12 hours apart.

Connect

On the System Setup Menu, tap Connect to pair your transmitter.

Note: Make sure your smart transmitter is not plugged into the power supply.
If you press the power button on the smart transmitter but the LED does not
light up, press and hold the power button for about 5 seconds to turn it on.

Eversense E3 CGM User Guide

4 Glucose Above High Target Level
System Setup

Connect

DEMOS374 connected

Sensor
7678 linked

Warm-up Phase
Warm-up phase complete

Initialization Phase
Initialization phase complete

e —0—0—20

Help me set up

er Connected

System Setup

Connect

Mo transmitter connectad

Help me set up




1. With the smart transmitter turned on, press the 2. 0n the Connect screen, tap your smart

power button three times to start pairing mode: transmitter serial number. (Your smart
* The LED will blink green and orange to indicate transmitter serial number can be found on the
the smart transmitter is in pairing mode. back of the smart transmitter.)

LED indicator

Serial Number

Power button

Connect

3

To start pairing mode, press the power
button 3 times on your smart transmitter
until the light begins blinking.

Devices

Select a device to connect.
- - - === = — = L
I T0038138 N ) )
1 Mot connected Connec X
e - = = == === ===+ L

Help Me Connect

| have never connected to a smart
transmitter on this device.

| want 1o connect to a different smart
transmitter.

5 | am having trouble connecting to my
current smart transmitter.
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3. ABluetooth Pairing Request
pop-up screen appears.

* Tap Pair to complete pairing.

Bluetooth Pairing Request
“T0 lik ir with

Eversense E3 CGM User Guide

4, The smart transmitter serial number and Connected will
be displayed under Connected Devices once the pairing is
complete. The smart transmitter will provide intermittent
vibrations until the smart transmitter is linked with the
inserted sensor.

* Tap Next.

Connecting, please wait....

Connect

i Connect

] Connected Device

To start pairing mode, press the power T
button 3 times on your smart transmitter 42
unitil the light begins blinking. a—

Devices

Select a device to cannect

TOO38138

Connecting
Not cannected o

Help Me Connect

, |have never connected to a smart Help Me Connect
transmitter on this device.

3 | have never connected to a smart
, |want to connect to a different smart transmitter on this device.
transmitter.
| want to connect to a different smart
| am having trouble connecting to my > ‘:imm::n % "
current smart transmitter.

Note: The smart transmitter can only be paired with
one mobile device at a time. The text next to the smart
transmitter serial number you selected will display
Connecting while the mobile device is trying to connect.



Link sensor
Once pairing is complete, you are ready to link the sensor to your smart transmitter.

Considerations before linking the sensor

Once your health care provider has inserted your sensor, the smart transmitter and the sensor must be linked to start
the 24-hour Warm-Up Phase. Your smart transmitter can only be linked to one sensor at a time.

IMPORTANT: Please read this entire section before linking your sensor.

You can link your sensor to the smart transmitter any time after the sensor is inserted and the smart transmitter is
paired with the Eversense App. To link the sensor, your mobile device must be connected to the internet and your
transmitter must be charged, turned on, and paired with your mobile device.

The incision site is closed using Steri Strips and an adhesive bandage, such as
Tegaderm is placed over the top. It’s important to understand how the smart

transmitter should be positioned over the sensor to ensure linking can be 4
completed. The smart transmitter should be centered over the sensor as shown. e

|

Sensor J Incision
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When you first link the sensor, with the Tegaderm bandage over the Tap Sensor to display the
insertion site, the incision is likely in the center of the Tegaderm. Placement Guide.
This means the sensor is likely above the center of the Tegaderm.

Mo Sensor Detected

System Setup

Connect
TO038138 connected

i 1 Sensor 1
—
Vs 1 No sensor detected 1

Help me set up

The first time you link the sensor,
do not use an Eversense adhesive
patch on the smart transmitter.
When positioning the smart
transmitter over the sensor, it
should be slightly above the
center of the Tegaderm patch.
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Placement Guide

Part of ensuring a successful linking process will be to use the Placement Guide, which will assist with finding the
best signal between the smart transmitter and the sensor.

1. Make sure your smart transmitter is turned ON and that your mobile device . Detected
has access to the internet. Placement Guide
* Position the smart transmitter directly over the inserted sensor until the @
Placement Guide in the app shows some connection and keep in i st e
position without applying pressure. Bl il b

Hold your transmitter in place until sensor linking
Is complete. Do not apply adhesives yet, they will

be applied at the start of Initialization Phase.
No signal
Show more detail
Help

Smart Transmitter Placement
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Placement Guide - Signal Strength Screen

Below are the various signal strength levels that may be displayed.

v Tip: You do not need Excellent signal strength in order to link
the sensor or use your system.

< Placement Guide

&

Ue the plscament guide beiow
%o fird the baet signal, then tap e,

Placement Guice

< Placement Guice

Lt placament guice b
signal,

Heip

‘Show more detal

Heip

St Traramitier Pacement

Placement Guide

Placement Guide

Poor signal

Heip

Smart Trarmmitter Flacement

Heip

Smert Trarmmitter Flacement

Eversense E3 CGM User Guide

Placement Guide - Show More
Detail Screen

Tapping Show More Detail

displays a higher resolution signal

strength indicator.

* This may assist you in properly
positioning the transmitter over
the sensor.

Placement in progress

< Placement Guide

@

Use the placement guide below
to find the best signal, then tap Next.
Position the smart transmitter over the sensor,
slightly above the center of the medical bandage.

Hold your transmitter i place until senser linking
is complete. Do not apply adhesives yet, they will
be applied at the start of Initiakization Phase.

Excellent signal
100
Excellent
Good i
Low
Mo Signal 0




v Tip: Your sensor may not be precisely perpendicular to the incision. If you find
it difficult to get a Good or Excellent signal in the Placement Guide, DO NOT apply
pressure. Do try slightly rotating the smart transmitter over the sensor. Wait b
about 1second for the Placement Guide to refresh between each adjustment to
the smart transmitter’s position over the sensor.

Outside of setup, you can access the Placement Guide anytime you want to P’
check the signal between the smart transmitter and the sensor by tapping
Menu > Placement Guide.

2. Tap Next on the top right corner of the app once you have confirmed there is Placement i progress..

a Signal. [4 Placement Guide Naxt
Note: DO NOT use an Eversense Adhesive patch with the transmitter if you @

have not completed the 24-hour Warm-Up Phase. They will be applied at the e e e ot
start of Initialization Phase. e o

Hold your transmitter in place until sensor flinking
is complete. Do not app
be applied at the start o

Excellent signal

=D
7T

Show more detail

Help

Smart Transmitter Placement
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Link Detected Sensor
After establishing the signal using the Placement Guide, you can now link the sensor.
1. The app will display Detecting sensor. During this time, continue to hold your transmitter in place.

2. When the New sensor detected screen is displayed, tap Link detected sensor.
Note: It may take up to 5 minutes for the New sensor detected screen to be displayed.

e ensor De ed Notification e ensor De ed Notification Warm Up Phase (< 24 hours remaining)
< Link sensor Sensor Sensor < Sensor

Detecting sensor...

New sensor detected Linking sensor... Sensor linked successfully
o i et Hak! your trarsmiter i pisoa it sensar kg Hokd your ransmitter inploce untl sensor inking
is complare. s camplare. . -
c Sensor Serial Number

Sensor Serial Number Sensor Serial Number 159878
159878 150878 b
Mot linked

I

The linking process will begin. You will see the progress bar building until linking is complete. It may take up to
10 minutes for the process to complete. DO NOT remove the smart transmitter from your insertion site until the
progress bar is completed and Sensor linked successfully is displayed.

3. Tap Next.
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If the smart transmitter is removed from the sensor site, the system will display se otificat
a notification. C Sensor

Linking sensor...

Hold your fransmitter in place untll sensor Fnking
fs complete.

Sensor Serial Number

Error linking sensor
Hald your Smart Transmitter in place

over your sensor until sensor lnking is
complete.

oK

After the sensor is linked, you can remove the smart transmitter and put it in the charging cradle for the next 24 hours.

Precaution: The sensor and smart transmitter should be linked the day of the sensor insertion. Failure to link
the sensor and smart transmitter could result in a delay in receiving glucose readings.
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Warm-Up Phase

The sensor requires a 24-hour Warm-Up Phase to stabilize in your body before
glucose values will be collected by the smart transmitter. During the Warm-Up
Phase, you do not need to wear the smart transmitter. Once the Warm-Up
Phase is complete, you will receive a notification to let you know that you can
continue with the next step in your system setup. At that time, you can turn ON
the smart transmitter and place it over the sensor with the Eversense adhesive
patch. The system will prompt you to calibrate using the app.

Warm Up Phase (< 24 hours remaining)

< System Setup

Connect
T0100301 connected

Sensor
169878 linked

Warm-up Phase
24 hours remaining

Help me set up

Warning: The Eversense E3 CGM System will not provide readings during the 24-hour Warm-Up Phase and
until a second calibration is successful during the Initialization Phase. During this time, you should monitor your

glucose using a home blood glucose monitor.

In the System Setup Menu, tap Warm-up Phase to see details about Warm-up Phase duration.
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* Tap Exit to go to the Home Screen Warm Up P
< Warm-up Phase

or

* Tap Glucose settings to set your target and alert settings.
See Glucose Settings for more information.

24 hrs

September 22nd 11:08 AM

If you like, you can enter glucose settings now,
or place your transmitter in the charging cradle
until Warm-up Phase is complete,

Glucose setting nat be ¢ while the smart
aing
Exit
Glucose settings
Once the 24-hour Warm-Up Phase is complete, the app will notify you T

to begin Initialization Phase. Warm up complete

Friday, December 31, 07:00 PM

Your 24-hour Warm-Up Phase is
complete. You are now ready to begin
Initialization Phase.

TOOBTA50

Eversense E3 CGM User Guide 45



46

Initialization Phase
During this phase, 4 fingerstick blood glucose meter tests are required.

* The 4 calibration tests must be spaced 2 to 12 hours apart, and all 4 tests must
be completed within a 36 hour period. After 8 hours without a calibration entry,
no glucose data will be displayed.

- 1 calibration = 24 hours after sensor is linked.

- 2" calibration = 2 to 12 hours after 1st successful calibration.

- 34 calibration = 2 to 12 hours after 2nd successful calibration.
- 4" calibration = 2 to 12 hours after 3rd successful calibration.

* Glucose readings will start displaying in the app a few minutes after the 2nd
calibration is successfully completed.

IMPORTANT: Your smart transmitter must be turned on and paired with
the Eversense App and linked to your Eversense sensor in order to calibrate.

Eversense E3 CGM User Guide

Transmitter Re ent Alert

System Setup

Connect
T0100301 connected

Sensor
31660 linked

Warm-up Phase
‘Warm-up phase complete

Initialization Phase

0 of 4 calibrations complete

Help me set up




1. On the Warm-Up Complete
notification, tap Continue
to begin the Initialization
Phase.

NOTIFICATION
Warm up complete

Friday, December 31, 07:00 PM

Your 24-hour Warm-Up Phase is
complete. You are now ready to begin
Initialization Phase.

Later

Toog7asn |

2. Tap on Placement Guide.

Until the transmitter is secured over the sensor and a signal is
established, the Placement Guide screen will show No signal. See next
section to Secure the Smart Transmitter over Inserted Sensor.

Initialization Phase (4 calibrations to go) No Sensor Detected

4 Attach Your Transmitter 4 Placement Guide

Place your smart transmitter on the

You are now ready to attach your adhesive and apply the adhesive
Smart Transmitter with an adhesive. over the sensor area.
Use the placement guide to find the The smart transmitter should be directly
location on your arm with the best signal over the sensor for the best signal
strength.

No signal

Placement guide

Help
Smart Transmitter Placement
Attaching the Smart Transmitter

User guide
Show more detail
Help

Smart Transmitter Placement

Attaching the Smart Transmitter
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Secure the Smart Transmitter over Inserted Sensor

The smart transmitter must be secured on the skin directly over the sensor with the disposable adhesive patch. Each
adhesive patch is designed to be replaced daily and has an adhesive side that attaches to the back of the smart
transmitter and a silicone adhesive side that attaches to the skin. Both the skin and smart transmitter surfaces should
be clean and dry to secure the adhesive surfaces of the patch. During the first few days after insertion, you will wear
the smart transmitter over the Tegaderm bandage. Leave the Tegaderm bandage in place for as long as your health
care provider instructs.

Note: You will receive adhesive patches from your health care provider.

Precaution: If you have any concerns about allergic reaction to silicones, contact your health care provider
prior to use. Discard the patch after 24 hours of use.

1. Peel off the paper backing with the Eversense E3 2. Align the smart transmitter over the sticky side
Smart Transmitter outline on it. Try not to touch the (center) of patch and press firmly to secure.
sticky portion of the adhesive in the center. * The smart transmitter should be placed so that its

sides face the wings of the patch (as shown).
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3. Remove the larger clear backing and position the
smart transmitter directly over the sensor.

* For the optimal signal strength, the smart
transmitter must be placed directly over the
sensor. Signal strength can also be improved by
rotating the smart transmitter over the sensor
such that the sensor is centered vertically under
the smart transmitter.

v
).

You may wear the smart transmitter over the
Tegaderm with the Eversense adhesive patch
after the 24-hour Warm-Up Phase is complete.

4, Check the connection between the smart

transmitter and the sensor.

Refer to the Placement Guide when
attaching your smart transmitter to ensure there
is some connection between the sensor and
smart transmitter.

Placement in progress...

< Placement Guide Next

Place your smart transmitter on the
adhesive and apply the adhesive
over the sensor area.

The smart transmitter should be directly
over the sensor for the best signal

Excellent signal

£~
.

Show more detail

Help
Smart Transmitter Placement

Attaching the Smart Transmitter

Note: To see more information about signal
strength and transmitter positioning, see
Placement Guide - Show More Detail Screen in
the Linking the Sensor section.
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5. Once assignal is achieved,
press the adhesive patch
firmly on skin surface over the
sensor. DO NOT use excessive
pressure for the first several
days after insertion.

* The smart transmitter
should be positioned so
that the patch wings lay
horizontally on the arm.

Eversense E3 CGM User Guide

6. Use the tab to pull off the
remaining clear liner.

* Smooth the adhesive onto
the skin. Make sure the
patch is flat on the skin
surface.

7. Tap Next.

* Confirm there is a signal
before continuing with the
next step.

Placement Guide Next

Place your smart transmitter on the
adhesive and apply the adhesive
over the sensor area.

The smart transmitter should be directly
over the sensor for the best signal.

Excellent signal

o~
T

Show more detail

Help
Smart Transmitter Placement

Attaching the Smart Transmitter




8. Tap Calibrate now. Enter your blood glucose reading from your
meter. See Calibrating the System for more details on entering
calibrations.

Note: The app will remind you when to enter calibrations with a
Calibrate Now Notification or Alert.

During the Initialization Phase, glucose readings will start displaying in

the app a few minutes after the 2nd calibration is successfully completed.

Initialization Phase (4 calibrations to go) Initialization Phase (4 calibrations to go)

< Initialization Phase ¢ Calibrate Submit

Enter the biood glucose value and time collected

In the initialization phase, you will from your meter, then tap Submit' to enter.
complete 4 calibrations.

Calibrate the system using fingerstick Time, OROSIEN

readings from a bload glucose meter.
Glucose 114 mg/dL

Calibrate now
Calibrations must be at least 2 hours apart, Notes
and no more than 12 hours apart.
Current Phase Initialization
Next Scheduled Calibration Time
Now

Days Since Insertion: 1

» Calibration Tips

Once Initialization Phase has
concluded your System Setup is
complete.

= Initialization Phase (3 calibratior

System Setup

Connect
T0100301 connected

Sensor
159878 linked

Warm-up Phase

Warm-up phase complete

Initialization Phase

e —0—0—0

1of 4 calibrations complate

Help me set up

Note: Under certain conditions,
the system may re-enter the
Re-Initialization Phase. See
Calibrating the System for more
information.

Eversense E3 CGM User Guide

51



52

I Calibrating the Sye

This section describes the calibration procedure and schedule of your Eversense E3 CGM System.
Warning: DO NOT use alternative test sites such as your forearm when entering BG values for calibration.

To ensure best performance, routine calibration is required using fingerstick readings from a blood glucose meter.
Any commercially available meter may be used for calibration. Once your sensor has been inserted and linked to
your smart transmitter, the system begins a 24-hour Warm-Up Phase. No calibration is required during this phase.

There are three calibration phases:

Initialization Phase - After the 24-hour Warm-Up Phase, you must complete 4 fingerstick calibration tests,
spaced 2 to 12 hours apart.

2 Daily Calibrations Phase - After the Initialization Phase, you must complete a fingerstick calibration test every
12 hours for at least 21 days.

1Daily Calibration Phase - The system will detect if 1 or 2 daily calibrations are needed and will alert you. In the
1 Daily Calibration Phase, you must complete a fingerstick calibration test every 24 hours.

After the first 21 days, the system will notify you if 1or 2 daily calibrations are needed.

NOTIFICATION
1 Daily Calibration Phase
Thursday, August 12, 03:06 PM

NOTIFICATION
2 Daily Calibrations Phase

Warning: In the 2 Daily Calibrations Phase, the
Eversense E3 CGM System requires calibration every
12 hours in order to provide accurate readings. In the

Thurselay, July 02, 10:56 AM

The system requires calibration every
24 hours. Your next calibration is
needed by 08/13/21, 02:51 PM. You
can enter a calibration sooner to reset
the calibration alert schedule.

OK
X2_72814 )
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The system requires calibration every
12 hours. Your next calibration is
needed by 07/02/20, 10:56 PM. You
can enter a calibration sooner to reset
the calibration alert schedule.

DEMCAGB

1Daily Calibration Phase, the Eversense E3 CGM
System requires calibration every 24 hours. You
should not use CGM readings to make treatment
decisions unless you have followed the instructions
for daily calibration.



How To Calibrate

Warning: Always calibrate the system using only a fingerstick blood sample. DO NOT use an alternative site
(such as forearm or palm) blood glucose reading to calibrate the system.

Note: You can enter additional calibration readings as long as each calibration is at least one hour apart.

1. You can enter the calibration value by tapping Calibrate from
the main menu or from the Calibrate Now Notification or Alert.

Hmmmﬂ# Levels NOTIFICATION = Glucose Within Target Levels
Calibrate Now Calibrate
Tuesday, June 18, 08:54 AM
itis not t|
try again] from your mater, ther tap 'Submit’ to enter.

Enter the blood glucose vaive and time collected

SensDemo Time Time 02:47 PM
Your calibration is due. Please
# My Glucose Gluco: perform a fingerstick blood glucose Glucose ~ --e-
o | meter calibration now.
Calibrate

=)

Placement Guide Notes m m Notes

DEMOE316

[+ EventLog
1 Curren Current Phase 1 Daily Calibration
EZ Reports
Next S¢ ALERT Next Scheduled Calibration Time
) Share My Data Calibrate Now
Today Thursday, June 20, 12:18 PM Tomorrow 08:08 AM
(1) Alert History
{iD=vE S Days Since Insertion: 66
[% system Setup HEL > Calibration Tips
In 4 hours, your calibration will be
% Connect past due and no glucose will be
displayed. Please enter a fingerstick
£t Settings blood glucoese calibration now.
@ About
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2. Obtain a fingerstick reading 3. Tap Glucose and enter the value from your fingerstick blood
from your blood glucose meter. glucose test.

* Tap Done.

* Tap Notes to enter any notes.

* Tap Done.

3 Glucose Within Target Levels

Calibrate

Enter the biood glucose value and time collected
fram your meter, then fap Submit’ to enter:

Time 02:47 PM
Glucose —
Notes

Current Phase 1 Daily Calibration

Cancel Glucose

Next Scheduled Calibration Time

Tomorrow 08:08 AM
Days Since Insertion: 66 1m2

> Calibration Tips

Note: You cannot enter a calibration value that is older than
10 minutes.
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4. The CALIBRATE screen

now shows the time and
glucose reading you entered.
If not correct, repeat steps 3.

* When correct, tap Submit.

) Glucose Within Target Levels

Calibrate Submit

Enter the blood glucose value and time collected
from your meter, then fap 'Submit’ to entes:

Time 02:47 PM
Glucose 112 mg/dL
Notes

Current Phase 1 Daily Calibration

Mext Scheduled Calibration Time

Tomorrow 08:08 AM
Days Since Insertion: 66

> Calibration Tips

5. The CALIBRATION
IN PROGRESS screen
appears.

* Tap OK.

Calibrate

Enter the blood glucose value and time collected
from your meter, then fap 'Submit’ to enter.

Time ==

Glucose -

Calibration in Progress

Please do not remove the transmitter

from the sensor site far 15 minutes. If
Note the Transmitter ks removed, the
calibration must be repeated,

oK )
Curn. . ation

Next Scheduled Calibration Time
Tomorrow 08:08 AM

Days Since Insertion: 66
» Calibration Tips

6. The MY GLUCOSE screen

appears with a grey blood drop
icon to identify your fingerstick
calibration. The blood drop will
turn red when the calibration
value is accepted.

Tooa3oss 3 W)

1112

TODAY Nov 19, 2020

250

180

Lo
N

IMPORTANT: The smart transmitter should not be removed from over the sensor for at least 5 minutes
before the test to 15 minutes after the test while calibration is in progress. The Status Bar at the top of the screen
lets you know when calibration will be complete. If the smart transmitter is removed before the calibration is
complete, you will be prompted to calibrate again.
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Note: There may be conditions
when your calibration result is
NOT accepted.

Calibration will NOT be accepted if:

X Blood glucose meter reading is
less than 40 mg/dL.

X Blood glucose meter reading is
greater than 400 mg/dL.

Calibration Cannot be Used
Blood glucosa values more than 400
mg/dL cannot be used for calibration.
Please take appropriate action and
calibrate again when glucose is
between 40 and 400 ma/fdL. This entry
will be logged as a BG entry.

OK

X Your smart transmitter was
removed or could not collect
sensor glucose data during the
15 minutes after you entered
your calibration value.
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The calibration icon colors indicate the status of your calibration entry.

See table

Status

below.

Description

Calibrationin
Progress

Displayed during the ~15 minutes after you
have entered a calibration value. Do not
remove your transmitter during this time.
The icon will turn either red, black or blue
when calibration is no longer in progress.

Calibration
Accepted

Displayed after the ~15 minute calibration
period if the calibration entry is accepted.

Calibration
Incomplete

Displayed if the transmitter is removed
from over the sensor during the ~15 minute
calibration period. A new calibration entry
will be required.

Calibration

Displayed if the calibration value entered
is less than 40 mg/dL or more than
400 mg/dL. The entered value is stored as

Cannot be a manual blood glucose entry. Calibrate

Used ) .
again when your blood glucose value is
between 40 and 400 mg/dL.

Blood Glucose | Displayed when a manual BG value is

Event Entry entered via the Event Log.



Routine calibration is critically important to ensuring the best performance of the Eversense E3 CGM System.
The following tips can help you improve your calibration measurements:

Tips for ensuring good calibration:

v Calibrate at times when glucose is NOT changing rapidly (e.g., before meals, before dosing insulin).
v Calibrate when you know you will not be removing the smart transmitter during the next 15 minutes.

v’ Wash your hands with warm, soapy water and dry thoroughly before taking a blood glucose meter reading. It is
very important to have clean, dry hands when you test your blood glucose.

v~ Always follow the blood glucose meter manufacturer’s instructions to get accurate blood glucose readings for
calibration.

v’ Be sure the code on test strip vial matches the code on your blood glucose meter (if coding is required).

Calibration will NOT be complete or results NOT accepted if:

X Blood glucose meter reading is less than 40 mg/dL.

X Blood glucose meter reading is greater than 400 mg/dL.

X Blood glucose meter reading was taken more than 10 minutes before entering the result in the Eversense App.
X Sensor glucose reading is significantly different than the blood glucose meter reading.

X Your smart transmitter was removed or could not collect sensor glucose data during the 15 minutes after you
entered your calibration value.

Eversense E3 CGM User Guide
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Calibration Phases
A.Initialization Phase (after 24-hour Warm-Up Phase)
During this phase, 4 fingerstick blood glucose meter tests are required.

* The 4 calibration tests must be spaced 2 to 12 hours apart, and all 4 tests must be completed within a 36 hour
period. After 8 hours without a calibration entry, no glucose data will be displayed.

IMPORTANT: If your smart transmitter is not turned on and paired with the Eversense App and sensor, the
system is not able to prompt you to calibrate.

Re-Entering Initialization Phase

The following will cause the system to re-enter Initialization Phase.

* Not completing a calibration test within a 12-hour period during the Initialization Phase.

* Not completing all 4 calibration tests within 36 hours during the Initialization Phase.

* Not completing required calibration entries during the Daily Calibration Phase.
- 1 calibration every 12 hours during the first 21 days of wear, and anytime the system is in 2 Daily Calibrations Phase
-1 calibration every 24 hours when the system is in 1 Daily Calibration Phase

° When the last several blood glucose meter measurements are significantly different than the sensor glucose values.

* |f the smart transmitter is out of battery power for more than 16 hours.

* When you receive a Sensor Check Alert.

* Six hours after you receive a Sensor Suspend Alert.
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B.Daily Calibration Phases

There are two daily calibration phases.

The 2 Daily Calibrations Phase requires a blood glucose fingertsick test every 12 hours. Daily Calibration Phase begins
after successful completion of the Initialization Phase.

* 12 hours after your last successful calibration, the system prompts you to calibrate.

* You may optionally enter calibrations more frequently. Daily calibration entries must be spaced at least one hour
apart.

* |f you do not calibrate within 16 hours, you will receive a Calibration Past Due Alert and no glucose values will be
displayed until a calibration value is entered. After 24 hours without a calibration value entered, you will receive a
Calibration Expired Alert and the system returns to Initialization Phase.

The 1 Daily Calibration Phase requires a blood glucose fingerstick test every 24 hours.

* 24 hours after your last successful calibration, the system prompts you to calibrate.

* You may optionally enter calibrations more frequently. Daily calibration entries must be spaced at least one hour
apart.

* |f you do not calibrate within 28 hours, you will receive a Calibration Past Due Alert and no glucose values will be
displayed until a calibration value is entered. After 40 hours without a calibration value entered, you will receive a
Calibration Expired Alert and the system returns to Initialization Phase.

ALERT
Calibration Past Due
Thursday, September 17, 02:48 PM

No Glucose Values Displayed

Your calibration was due at 08/17/20,
10:48 AM. No glucose values can be
displayed until you calibrate.

Calibrate

DG

ALERT
Calibration Expired
Monday, June 17, 04:44 PM

No Glucose Values Displayed

A calibration has not been
performed in 24 hours. Your system
is now in re-initialization phase and
you will have to perform 4
fingerstick calibration tests.

DEMDB31E
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Warning: Certain conditions and alerts will prevent glucose data from being displayed. During these times,
you should use a home blood glucose monitor to make treatment decisions. You should carefully read the
Alerts and Notifications section of this User Guide to understand these conditions.

Note: If a calibration entry is very different from the system's sensor glucose value, you will be prompted with a
Calibrate Now Notification about an hour later. A Calibrate Now Alert will display 11 to 12 hours later, regardless of
which Daily Calibration phase the systemis in. In this situation, if you do not calibrate within 16 hours, no glucose
values will be displayed. After 24 hours with no calibration, the system returns to Initialization Phase.
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5 Dai :

This section describes the many features of the smart transmitter and how to get uninterrupted
and continuous monitoring of your glucose levels.

Once the Warm-Up Phase has ended, the Initialization Phase begins, and you're ready to start wearing the smart
transmitter. For the first few days, you'll wear the smart transmitter over the Tegaderm™ bandage. Always start with a
freshly charged smart transmitter. Your smart transmitter communicates with both the sensor and the app to provide
CGM information.

Your Eversense E3 Smart Transmitter does the following:
e Powers the sensor. Top Back
¢ (alculates and stores glucose data.

* Provides on-body vibe alerts when you have LED indicator
reached the glucose alert levels you set. (lights green
or orange)

¢ Sends glucose data to the app via Bluetooth.

* (Can be recharged using the charging cradle. Bower button

e Uses USB port on charging cradle to download
data to compatible external applications. Charging contact pins

* Multi-color LED to indicate various modes of the
smart transmitter.

¢ Communicates with mobile device.
 Can be powered ON or OFF.
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Daily Use
To receive continuous glucose readings and information, keep the following in mind when using your smart transmitter:
v" Wear your smart transmitter at all times except when charging.

v" The smart transmitter is water-resistant to a depth of 3.2 feet (1 meter) for 30 minutes. Exposing the smart
transmitter to conditions beyond this will result in damage and void your warranty.

v" Make sure your smart transmitter has enough battery power at all times.

v" Perform a blood glucose meter calibration test when prompted.

v’ Pay attention to alerts and notifications you receive from your smart transmitter and mobile device.
v/ Replace the adhesive patch on a daily basis.

v You can remove the smart transmitter from the upper arm at any time, except during calibration. Remember that
no data are collected when the smart transmitter is not communicating with the sensor. When you place the smart
transmitter back on the sensor site, it can take up to 10 minutes for sensor communication to re-start and for glucose
readings to appear in the app.

v" When the smart transmitter and mobile device are not within range of each other, any data gathered by the smart
transmitter is stored and sent to the app when the mobile device and smart transmitter are back within range.

v It is safe for you to wear your sensor and smart transmitter when you go through metal detectors at airports. While
flying, the smart transmitter performs similarly to any other Bluetooth device. Be sure to follow the specific safety
guidelines mandated by the airline.

v" Until the smart transmitter has received the first glucose value after positioning over the sensor, the status bar on
the mobile app will display Collecting Data. You may see this status bar just after charging the smart transmitter.

Warning: If your smart transmitter is damaged or cracked, DO NOT use, as this could create an electrical
safety hazard or malfunction, and could result in electrical shock.
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Smart Transmitter Care and Maintenance

* Keep the smart transmitter and charging cradle clean (free of visible dirt) and protected when not in use. Wipe the
outside with a cloth between uses to keep clean.

* Contact Customer Support for a replacement transmitter if you receive a Battery Error Alert.

* Charge the smart transmitter whenever the battery power is low.

* Use only the power supply supplied with your system to charge the smart transmitter battery. Using a power
supply other than one provided by Senseonics may void your smart transmitter warranty. DO NOT use the power
supply if it is damaged in any way.

* To clean your smart transmitter, wipe it down with a water dampened cloth; dispose of the cloth according to your
local regulations.

* Dispose of the smart transmitter and all other system components according to local regulations.

Battery Indicator
The smart transmitter battery power can be checked using the app, or on the smart transmitter itself.
With the app:

* Tap Menu > About > My Transmitter. Scroll down to the Battery Level line that indicates amount of battery
power left.

Or

* Check the battery icon on the upper right corner on the MY GLUCOSE screen. A red battery icon indicates the
smart transmitter battery is empty.

With the smart transmitter:

* With the smart transmitter ON, press and release the power button. The LED will blink green once if the battery
has at least 10% power. It is recommended to always charge the smart transmitter for a full 15 minutes using a wall
outlet to ensure a full charge. See the next page for more information on the LED indicators
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LED Status Indicators

The smart transmitter communicates several different states based upon the color of the LED.

* During smart transmitter use:

LED Status Status Action

Alternating green and orange when power ., Pair smart transmitter with mobile
. . . Pairing mode .

button is pressed 3 times in 5 seconds device

Does not blink when power button Smart transmitter off Hold down power button for

is pressed

5 seconds to turn on

Blinks green (once) when power button is
pressed

10% - 90% battery power

No immediate action required

Blinks orange (once) when power button
is pressed

Low battery, less than 10%
battery power remaining

Charge battery soon

LED is orange for one minute

* During smart transmitter charging:

LED Status

An alert has been triggered

Battery Status

Check the app on your mobile
device to understand the alert

Action

Solid or flashing orange when connected to
the USB cable

0% - 65% charged

Charge for 15 minutes before
disconnecting from power supply

Solid green when connected to the
USB cable

Eversense E3 CGM User Guide
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Upgrading your Eversense Smart Transmitter

As an Eversense CGM System user, you have access to the Eversense Upgrade Application that is designed to upgrade
the software in your smart transmitter, giving you access to new features and upgrades for your eligible Eversense
Smart Transmitter.

You will see this icon @ on the Main menu, next to About, when an upgrade is available.

From the About screen, go to My Transmitter > Firmware Version, and
Transmitter Firmware

tap on the icon to confirm an upgrade is available. et frirt
transmitter. Please log in _at
For information on how to download and install the Eversense Upgrade i Berrer
. . . update your smart transmitter.
application go to www.eversensediabetes.com to see the Eversense Upgrade
Application User Guide. oK
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©.Help Me SetUpMenu

Help Me Set Up includes resources to guide you through the steps for replacing your smart transmitter and
sensor, either individually or both at the same time.

You can also access helpful tools such as system tutorials, the User Guide, and onboarding videos.
° Tap Menu > System Set Up > Help Me Set Up

| have a new transmitter Glucose Within Target Levels

When you receive a new or replacement smart transmitter and are ready to & facomesel
start using that transmitter, tap | have a new transmitter and follow the
prompts to begin the pairing process and link to your existing sensor. Once linking
is complete, the system will be in initialization phase.

| have a new transmitter
I have a new sensor

| have a new transmitter and sensor

I have a new sensor

Tutorials

When you receive a new or replacement sensor that has been inserted by a Cherging Your Smart Transmitter
healthcare provider, tap | have a new sensor to link the new sensor to your Smart Transmitter Placement
current smart transmitter. The system will begin the 24-hour Warm-Up Phase Attaching the Smart Transmitter

followed by Initialization Phase.

Making Treatment Decisions

| have a new transmitter and sensor

When you receive a new or replacement sensor that has been inserted by a
healthcare provider and a new or replacement smart transmitter, tap | have Onbosrding videos
a new transmitter and sensor and follow the prompts. Once linking
is complete, the system will begin the 24-hour Warm-Up Phase followed by
Initialization Phase.

Follow

For more information on system setup, see System Setup.
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Tutorials
During system setup, you may have seen these tutorials. The tutorials are helpful resources you may access at any time.

Additional Resources

The Eversense E3 CGM User Guide and system onboarding videos can be accessed by tapping the link. An internet
connection is required to access these resources.
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This section describes the Eversense App including the main screen, trend graph, trend arrows, and
the menu screen.

The app communicates with the smart transmitter to receive and then display glucose data, trends, graphs and alerts.
The app also stores your glucose history with up to 90 days of stored data.

Note: When you log out of the Eversense App, your smart transmitter will not send glucose data to the app until
you log back in.

Onthe MY GLUCOSE screen, you have easy access to:

* Real-time sensor glucose measurements.

* Rate and direction of your changing glucose levels.

* Graphical trends of your glucose levels.

* Alerts (hypoglycemia or hyperglycemia).

* Events such as meals, exercise, and medications.

Note: A wireless internet connection is required to download or update the Eversense App.
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Eversense Account Management

For security purposes if you enter an incorrect password
three consecutive times in the mobile app, your account
will be locked for 30 minutes. During this time, you will
not have access to your CGM data on the mobile app.

Incorrect Password
You have entered an incorrect
password 1 times, You have 2 more
attempts remaining before your
account is temporarily locked out.

0K

Account Locked for
30 Minutes

Yau have entered an incorrect
password 3 times. For security, your
account is temporarily locked. Please
try again at 03:13 PM.

0K

glucose monitor.

Precaution: If you cannot access your CGM data, you should monitor your glucose using a home blood

The Eversense Mobile App will periodically check to confirm your log in information has not been changed via your

Eversense DMS account.

If you change your Eversense account password from your
DMS log in screen or the DMS Change Password page, you
must log out of the Eversense Mobile App and log back in
using the new password. If the passwords do not match,
the Eversense Mobile App will notify you and indicate that
some features are not available, including not being able
to sync your data to your DMS account, not being able to
add Eversense NOW users to your Circle, and not being
able to make changes to your profile picture.

ALERT
New Password Detected
Wecnesday, October 06, 10:30 AM

A new password was detected for your
DMS account. To continue, log out of
the app and log back in. If you did not
make this change, contact customer
support.

RU2313

If you enter an incorrect password three times on your DMS log in page, some mobile

app features may be unavailable for 30 minutes, including no data syncing to your DMS
account, no Eversense NOW users can be added to your Circle, and no changes to your
profile picture can be made. You should not log out of the mobile app during this time.

New Password Detected
A new password was detected for your
DMS account, To continue, log out of
the app and log back in. If you did not
make this change, contact customer
suppert,

0K

Account Locked for
30 Minutes
An incorrect password was entered 3
times. This feature is temporarily
unavailable. Please try again in 30
minutes. Do NOT log out of the mobile
app for 30 minutes,

0K
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Check Your Mobile Device Settings

You will need a mobile device (such as your smartphone) to use the Eversense E3 CGM System. It is very important
that your mobile device is set up properly to ensure accurate display of your glucose data in the app. Follow the
manufacturer’s instructions for your mobile device to set up the following:

*

70

Time and date.

Bluetooth turned ON (enabled).

Notifications turned on.

Battery is charged.

Geographic zone.

Language.

Mobile device sound should not be on vibrate.

Do Not Disturb should be OFF, some apps and settings such as Driving Mode may automatically enable Do Not
Disturb. Please refer to your mobile device instructions for more information.

If you have your mobile device set to Do Not Disturb, you will not hear any notifications from the Eversense App.*

For iOS 12 and above, and Android 6 and above, you can allow the Eversense Low Glucose and Out of Range
Low Glucose Alerts to override your phone sound settings. See Sound Settings for more information.
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Get To Know the “My Glucose” Screen

The MY GLUCOSE screen is the main display screen for the app. It displays a variety of data, including sensor
glucose readings, direction and rate of change arrow, trend graph, events, calibrations, alerts and notifications.

Menu icon 9E Glucose Within Target Levels &— Status bar
Temp Profile icon =3 &% & T000119 % [@€— Smart Transmitter battery power
Do Not Disturb icon — » &_ Smart Transmitter connection information
o ~— Trend arrow .
Current glucose reading —> mg/dL &b Unit of measurement 7
< TODAY Nov 19, 2020 &~ Date and time
TAM 12PM

,— Calibration complete icon

Multiple events icon
P ) High Glucose Alert level (Top red dashed line)

High Glucose Target level (Top green dashed line)

Event icon
Low Glucose Target level (Bottom green dashed line)

GEE

Low Glucose Alert level (Bottom red dashed line)

Before making a treatment decision, you should take into account the sensor glucose value, the trend graph, the trend
arrow and any alerts from the Eversense E3 CGM System. If no trend arrow is displayed, the system does not have
enough data to display direction and rate of change. You should not make a treatment decision based solely on the
sensor glucose value.
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Note:

* You can view a snapshot of Eversense information on your iOS or Android devices. For information on managing
widgets, consult your mobile device user guide. The Eversense Widget is not available on all operating systems.

* You can view the MY GLUCOSE screen in landscape orientation to access short cut buttons to view the last
7,14, 30 or 90 days and you can email this view with a single tap.

Status bar

Provides important information about your current glucose and system status.

Smart Transmitter ID

This is the smart transmitter you are now using. You can change the name by
tapping Settings > System.

Current glucose reading

Current real-time glucose level. This is updated every 5 minutes.

Date and time

Current date and time. You can scroll left or right to see different dates and
times.

Smart Transmitter battery
power

Indicates battery power left in the smart transmitter.

Smart Transmitter connection

Indicates the strength of your smart transmitter connection with the sensor or
with the mobile device.

Trend arrow

Shows the direction your glucose levels are moving.

Unit of measurement

This is the unit of measurement used to display all glucose data.

High/Low Glucose alert level

The levels set for the high and low glucose alerts.

High/Low Glucose target level
Multiple events icon

The levels set for the high and low glucose targets (target range).
Indicates multiple events have occurred at the same time.

Event icon
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Indicates manually entered events (e.g., exercise). See Logging Events for more
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Calibration icons Indicates calibration entry status.

Glucose levels over time. You can scroll back and forth to see trends or zoomin

Glucose trend graph to display as few as 3 hours of data, or zoom out to see up to 3 days.
Menu Provides easy navigation to various sections of the Eversense App:
My Glucose Reports Settings
Calibrate Share My Data About
Alert History Placement Guide
Event Log Connect

Smart Transmitter Connection Icons

% When the icon is a grey blood drop with an X, no smart transmitter is detected. You will see this

/) icon before you pair your smart transmitter to your mobile app and any time the BLE connection
between the smart transmitter and your mobile app is interrupted.

Ve When the icon is a red blood drop with an X, no sensor is detected. You will see this icon before

/) you link a sensor to your transmitter and any time a linked sensor cannot be detected by the

transmitter.

When the icon is a grey or black blood drop with bars on top, the NFC connection between the
sensor and smart transmitter has been established.

The bars indicate the strength of the connection. Signal strength information is also displayed in
Main Menu > Placement Guide in the Eversense App.

Reminder: You cannot link to a sensor until your transmitter is paired with the Eversense App.
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Trend Arrows

There are 5 different trend arrows that show the current direction of your glucose levels, and how fast they are
changing.

» Gradually rising or falling glucose levels, falling or rising at a rate between 0.0 mg/dL and 1.0 mg/dL
per minute.

’ Moderately rising glucose level, rising at a rate between 1.0 mg/dL and 2.0 mg/dL per minute.

‘ Moderately falling glucose levels, falling at a rate between 1.0 mg/dL and 2.0 mg/dL per minute.

f Very rapidly rising glucose levels, rising at a rate more than 2.0 mg/dL per minute.

‘ Very rapidly falling glucose levels, falling at a rate more than 2.0 mg/dL per minute.

The app uses the last 20 minutes of continuous glucose data for calculating glucose trends.

When there are not enough sensor values available to calculate a trend arrow, it is not displayed and the glucose
value is grey instead of black.

Before making a treatment decision, you should take into account the sensor glucose value, the trend graph, the trend
arrow and any alerts from the Eversense E3 CGM System. If no trend arrow is displayed, the system does not have
enough data to display direction and rate of change. You should not make a treatment decision based solely on the
sensor glucose value.
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Understanding Treatment Decisions with CGM

Read the entire Eversense E3 CGM System User Guide and be sure you are familiar with when you should and
should not make treatment decisions based on your CGM information. Before you begin using Eversense E3 to make
treatment decisions, talk with your health care provider about understanding how food, insulin, medications, stress,
and exercise impact your glucose.

IMPORTANT:

* |f your symptoms do not match the sensor glucose information displayed, or the app is not displaying both a
number and a trend arrow, then use your BG meter to make treatment decisions.

® Use your blood glucose meter to make treatment decisions until you understand how Eversense E3 works for
you. It may take days, weeks, or even months for you to be comfortable using your CGM data to make treatment
decisions.

Take your time and follow your health care provider’s recommendation for when to use Eversense E3 instead of your
BG meter.

Sensor Glucose and Blood Glucose

Sensor glucose is measured in the interstitial fluid, not in blood. Because of this, sensor glucose values may lag
behind blood glucose values. For example, when your CGM trend arrow shows rapidly falling glucose, your blood
glucose may be lower than the number shown; or when your CGM trend arrow shows a rapid rise, your blood glucose
may be higher than the number shown. These examples are more likely when your glucose is changing rapidly, such
as after a meal, after dosing insulin, or during and after exercise. Stress, illness, and even some medications you take
can also impact your glucose. Sometimes the right treatment decision is to wait and check your CGM data frequently
before taking action.
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Early Wear Time

During the 24-hour Warm up Phase, glucose values are not displayed. Also, during early wear time as your insertion
site heals, your sensor glucose values may not match your blood glucose values as closely as they will when healing
is complete. Use your BG meter to make treatment decisions during the Warm up Phase and until you are confident
with your CGM values. Always remember, if the way you feel does not match the glucose value and trend arrow, use
your BG meter.

Bluetooth Communication

The smart transmitter communicates wirelessly with your mobile device via Bluetooth to display your glucose
reading. If the connection between your smart transmitter and your mobile device is interrupted, you will not see
a glucose value or a trend arrow. Use your BG meter to make treatment decisions if your smart transmitter is not
communicating with your mobile device.

On-body Vibe Alert

Your smart transmitter provides vibratory alerts when you have passed the glucose alert levels you set. However,
do not use on-body vibe alerts to make treatment decisions. When you receive an on-body vibe alert, check your
glucose reading and trend arrow on your Eversense App.

Remote Monitoring with Eversense NOW

Treatment decisions must not be made based on CGM information displayed on the Eversense NOW Remote
Monitoring Mobile App. Remote monitoring relies on data being sent from your mobile device through the Eversense
cloud and then to the Eversense NOW app. Interruptions in any of these connections will delay data being displayed
in Eversense NOW. Only the CGM information sent directly from the smart transmitter to your mobile device can be
used to make treatment decisions.
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Discuss with Your Health Care Provider

Meals

Different types of meals and foods can impact your glucose levels and trend arrows in different ways, as can
conditions such as delayed gastric emptying. Some foods will raise your glucose more rapidly than others. Before
using CGM data to make treatment decisions, discuss with your health care provider about how to manage insulin
dosing for different types of food, and how to accurately calculate carbohydrates.

Insulin

Insulin does not instantly impact your glucose. For example, depending on the brand of rapid-acting insulin used,
onset of action can be from 5 to 15 minutes, peak effect in 1-2 hours and duration of action of 4-6 hours. Be sure to
understand when you can expect the insulin you take to start lowering your glucose, when its maximum effectiveness
is, and how long it lasts in your body continuing to lower your glucose. Working with your health care provider to
understand the onset, peak, and duration of your insulin action will help you avoid stacking insulin. Stacking insulin

is when you take a dose of insulin while a previous dose is still working at lowering your glucose. Hypoglycemia,
sometimes severe, can result. Rather than reacting and taking insulin based on a high CGM value, be sure to consider
whether insulin from your most recent dose is still actively lowering your glucose.

Exercise

Even relatively mild exercise, if it is not part of your normal routine, may cause your glucose to change more rapidly
than usual. If your symptoms do not match your CGM value, or if your CGM value and trend arrow are not what you
expect, use your BG meter to make treatment decisions. Some people experience delayed-onset hypoglycemia hours
after exercise. You should follow your health care provider’s recommendation on dosing insulin following exercise to
avoid low glucose.
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lliness & Stress

When you are ill or stressed, your glucose is impacted, and this may be a consideration for making treatment
decisions. Keep in mind that stress is not always negative. You could find your glucose levels changing while headed
on vacation or going to a fun social event. Your health care provider can help you create a plan for treatment decisions
when you are sick or in stressful situations.

Medications

Understand how the medications you take impact your glucose. Some diabetes medications work to decrease your
glucose, and some medications, like steroids, may increase your glucose levels. With Eversense E3, medications of the
Tetracycline class may falsely lower glucose and you should not rely on CGM readings when taking drugs in this class.
Talk with your health care provider about the medications you take and what to consider about them when making
treatment decisions.

Eversense E3 Glucose Alerts

Your health care provider will help you determine the target range and glucose alert levels that are right for you. Pay
careful attention to your Eversense E3 glucose alerts - you may need to make a treatment decision. When you receive
an Out of Range Glucose Alert, the sensor glucose value is below 40 mg/dL with LO displayed instead of a number, or
above 400 mg/dL with HI displayed instead of a number. Ask your health care provider about how treating very low
and very high glucose may be different from the way you otherwise treat, and always use your BG meter to make a
treatment decision when LO or Hl is displayed.

Look Ahead

Carefully consider the time of day when making CGM treatment decisions, just like you do when using your BG meter.
For example, if your glucose is high and rising just before bedtime, adjust your insulin dose according to your health
care provider’s recommendation. Also think about how to treat if you are planning to exercise or will be sitting in a
meeting all day. Your health care provider may recommend adjusting your treatment decision based on what is about
to happen in order to avoid high or low glucose.
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Making Treatment Decisions with Eversense E3

To make a treatment decision, you should consider:

* Status bar information.

* Current sensor glucose value - the current glucose value should be displayed in black.
* Trend arrow - a trend arrow should be displayed.

* Recent trend information and alerts.

E it — e A o st e
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6 5 mg/dL 9 5 mgfd'- 2 2 0 mg/dL
mmv uw19 2020 TDDAY Nov 19 2020 TDDAY Nw19 2020
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’:ﬁ"“’/\ 777777777777777 \M__//
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When to NOT make a treatment decision:

* No glucose value is displayed.

* No trend arrow is displayed.

* Your symptoms do not match the glucose information displayed.
* The current sensor glucose value is displayed in grey.

* The status bar is displayed in orange.

* You are taking medications of the tetracycline class.

E Use BG Meter for Treatment Decisions

Toozzsos 5 B

< TODAY Nov 19, 2020 < TODAY Nov 19, 2020
M TAM BAM 94 BAM 10AM 1Al

'Y °
200

140
100

=58

Note: Always refer to the glucose information on your Eversense CGM App on your smartphone to make treatment
decisions. Do not use a secondary display like the Apple Watch or Eversense NOW.
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Eversense E3 Trend Arrows and Treatment Decisions

Eversense E3 trend arrows show the direction and rate of change of your glucose to give you an idea of where
your glucose is headed. Talk with your health care provider about using trend arrows to help you make treatment
decisions. Generally, if the arrow is going down, you may consider taking less insulin, and if the trend arrow is
going up, you may take more. Be careful not to take too much insulin in a short time, as that could result in low
glucose from stacking insulin. The Eversense E3 arrows are listed below, along with how you may use them when
considering treatment. Talk with your health care provider about making adjustments to treatment based on trend
arrows. Never make a treatment decision using CGM if there is no arrow displayed.

Eversense E3 What it Low High Glucose
Trend Arrow Indicates Glucose Glucose in Range
Not enough

No trend arrow

data to calculate
glucose trend
direction or rate

Do a fingerstick blood glucose check with your BG meter before
making a treatment decision, even if your glucose is in range.

of change.
Glucose is Your glucose
‘ falling at a could drop
rapid rate 30 mg/dL or
(>2.0mg/dL/ | more within 15
minute). minutes.
‘ Glucose is Your glucose
falling at a could drop
moderate rate | between 15 and
(between1.0 | 30 mg/dL within
and 2.0 mg/ 15 minutes.
dL/minute).

Treat with carbs
and consider if
you recently have
finished exercising
or if you may have
taken too much
insulin.

If you've recently
taken insulin or are
about to exercise,
wait and check your
CGM value and trend
arrow frequently
before making a
treatment decision.

Treat with carbs

and consider if you
recently have finished
exercising or if you
may have taken too
much insulin.

Eversense E3 CGM User Guide
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Eversense E3 What it Low High Glucose

Trend Arrow Indicates Glucose Glucose in Range
Glucose is Your glucose If you've recently | If you've recently If you've recently

f rising at a could rise taken insulin taken insulin or are taken insulin or are
rapid rate 30 mg/dL or or are about to about to exercise, about to exercise,
(>2.0mg/dL/ | more within15 | exercise, waitand | wait and check your | wait and check your
minute). minutes. check your CGM CGM value and trend | CGM value and trend

’ Glucose is Your glucose value and trend arrow frequently. arrow frequ.ently
rising at a could rise arrow frequ.ently If you have not before maklngg
moderate rate | between 15 and before making recently taken insulin, treatment decision.
(between10 | 30 mg/dL within | 3 treatment and are not about If you have not
and 2.0 mg/ 15 minutes. decision. to exercise, consider | recently taken insulin
dL/minute). adjusting insulin or finished exercise,

correction dose up. consider adjusting
insulin correction
dose up.

» Glucose is Your glucose Consider treating | If you've recently No treatment, but if
changing could rise or fall | with carbs. If taken insulin or are you've recently taken
gradually up to you’ve recently about to exercise, insulin or are about
(1.0 mg/dL/ 15 mg/dL within | taken insulin, wait and check your | to exercise, check
minute or 15 minutes. check your CGM CGM value and trend | your CGM value
less). value and trend arrow frequently. and trend arrow

arrow frequently. frequently.
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If you have not
recently taken insulin,
consider adjusting
insulin correction
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What Would You Do

This section provides examples of some situations you may encounter. It’s important to consider what has happened
and what is about to happen when making treatment decisions with CGM. Review these examples carefully, and think
about what you would consider before making a treatment decision. If you're not sure, always check your BG with a
fingerstick before making a treatment decision.

Glucose below target at 65, but rising moderately. Your glucose could reach 120 within 30 minutes.

It’s 7am, and you’re about to eat breakfast, and you drank It’s 9am, and you dosed insulin for your breakfast
a small glass of orange juice when you first woke up. about 2 hours ago.
* Should you consider taking a little less insulin than you * Should you wait and keep an eye on your
usually would for your meal? glucose value and the arrow before making a
* Should you take the amount of insulin you typically treatment decision?
would for this breakfast, and keep an eye on your * Should you consider taking carbs to treat the
glucose value, the arrow and how you feel? low now?
Emallwmtml-:lm ?0 Emaulwml’mu:nlﬂm ‘si
65 65
180 180
- Y
60
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Glucose in target at 90, but rising rapidly. Your glucose could reach 180 or higher within 45 minutes.

I’s noon, and you’re about to have lunch.

* What might be causing this rise in glucose?

* Should you consider taking more insulin than you
usually would for your meal?

* What does your health care provider recommend
for adjusting your insulin in this situation?

E-mmmﬂm
TUDZDD TH

9 0 mg!dL

TD‘N\Y HNov 19, 2020
1AM 12PM

200

22

Eversense E3 CGM User Guide

It’s 2pm, and you dosed insulin to cover your lunch,
plus a little extra because of the rapidly rising arrow,
about 90 minutes ago.

* Since it’s only been 90 minutes since you dosed
insulin, should you wait and keep an eye on your
glucose number and trend arrows?

* How long does your health care provider
recommend you wait between insulin doses to
help prevent stacking insulin?

E-mmmﬂm
Tumuu T

9 0 mg/dL

TO‘N\YNW‘G 2020
M

200

180




Glucose in target at 95, but falling rapidly. Your glucose could reach 65 or lower within 15 minutes.

You’re about to start your workout.
* What might be causing this rapid drop in glucose?
* Consider a snack to prevent a low glucose event.

* Consider postponing your workout until your trend
and glucose are more steady. Keep a close eye on
your glucose number, trend arrow and how you feel.

You’ve just finished your workout.

* How does your health care provider recommend
you prevent low glucose after a workout?

* Consider a snack to prevent a low glucose event.

* Keep a close eye on your glucose number and
trend arrow, and how you feel.

E-wmwm

TUDZDD TH

9 5 mg/dL

'I’ODJ\Y Now IG 2020
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200

180
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Glucose above high alert level at 220, and changing gradually. Your glucose could drop to 190 or rise to 250

within 30 minutes.

It’s 7pm, and you’re about to eat dinner.

It’s been 6 hours since you dosed insulin for lunch.

* What might be causing this high glucose so long
after your last meal?

* Are you having a stressful day; are you not feeling
well?

* Should you consider taking more insulin or eating
fewer carbs than you typically would for this meal?

It’s 10pm, and you’re about to go to bed. It’s been
two and a half hours since you last dosed insulin.

* What might be causing this high glucose?

* How long does it usually take for the insulin you use to
finish lowering your glucose?

* What bedtime glucose value is recommended by your
health care provider?

* How do you typically treat for a high glucose at
bedtime?

Remember, if you are not sure, always do a fingerstick check with your blood glucose meter before making a

treatment decision.
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Trend Graph

The trend graph is used to review and analyze historical data and trends in your glucose values over time. It also
displays marks for events you have manually logged in the app (e.g., calibration tests and exercise).

There are several ways you can use the trend graph:

* Quickly review how well you are doing when compared to the glucose targets and alert levels you set. The red
dashed lines indicate your High and Low Glucose Alert levels, and the green dashed lines indicate your high and

low glucose target levels (your target range).

* Shaded areas of the graph are color coded as follows depending on the glucose settings you enter:

- Glucose values that are outside of your glucose alert levels will be red.
- Glucose values that are within your glucose target levels will be green.
- Glucose values that are

will be yellow.

* Press and hold any point in the line graph to view a specific glucose reading
for that point in time.

* Tap any of the marks on the app screen to get more information about the
event or alert.

* Pinchin and out on the screen to display different day/time ranges on the
trend graph. You can zoom in and out to display as few as 3 hours or up to
3 days of information.

<

TODAY Nov 18, 2020
DAM 108M naM

* To view trend graph data for a different date, tap the date on the screen and enter the desired date.

* You can view the trend graph in either portrait or landscape mode. In landscape mode, there are shortcut buttons

to see 7,14, 30 and 90 day views.

Note: All of your glucose data will be stored in the app as long as you have memory available on your mobile

device.
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Menu Options

The Menu icon (E&) appears at the top left corner of all app screens and provides easy navigation to other app
features. The following menu items are available:

Menu Options

Description

Main app screen that displays current CGM reading, direction and rate of change, trend

ﬁ My Glucose graph, events and alerts.
Calibrate Enter fingerstick blood glucose calibration values.
— | Placement Check the communication between the smart transmitter and sensor. Use this screen
3 Guide whenever you are attaching the smart transmitter to be sure communication is
established.

[‘ Event Log Enter information about activities such as blood glucose values, meals, insulin, health and

+ exercise. See Event Log for more information.
% Reports Review a variety of reports about your CGM data. See Reports for more information.
1 Share My Data | Allow others to view your glucose data through the Eversense NOW Mobile App.

(D Alert History | Review past alerts and notifications. See Alert Descriptions for more information.
D System Setu Connect or link your CGM System components and complete Warm Up and Initialization
<(f. y P phases.

* Connect Establish or check the connection between the smart transmitter and mobile device.
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Menu Options Description
. Customize settings such as glucose target levels, alert levels, sounds, and temporary
L3 settings ) > . \ .
profile. See Customizing your Settings for more information.
View information about your CGM System, including sensor and smart transmitter [D
@ About L
numbers. Change or delete your profile picture and log out of the app.
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This section describes how to customize settings in your Eversense E3 CGM System.

Areas where you can customize app settings include:

* Glucose - glucose levels and change rates that will trigger an alert.

* Calibration Reminders - optionally set calibration reminder times.

* System - identifies or lets you enter personalized information about your system.

* Sound Settings - change the sounds for some glucose alerts, set snooze times and Do Not Disturb.

* Temp Profile - set a temporary glucose profile.

Glucose Levels

The Eversense E3 CGM System is designed to provide alerts on your smart transmitter and mobile device when your
glucose level has reached the alert levels you set. You will decide the settings for your glucose alerts, targets, and
rates of change based on input from your health care provider.

Warning: The Low and High Glucose Alerts are designed to assist you in managing your diabetes and

should not be exclusively used to detect hypoglycemia or hyperglycemia. The alerts should always be used in
conjunction with other indications of glycemic state such as your glucose level, trend, line graph etc.
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IMPORTANT:

Glucose Target levels.

* Low and High Glucose Alerts are different from your Low and High Glucose Targets.

- Low and High Glucose Alerts notify you on your mobile device and smart transmitter when you have
reached a certain low or high value.

- Glucose Targets are used in the reports and line graphs to show how your glucose levels have been
performing compared to the targets you set. You will not receive an alert when you have reached your

- Predictive Low and High Glucose alerts notify you on your mobile device and smart transmitter when your
glucose is likely to reach the Low and High Glucose Alert levels you have set.

Onthe Glucose Settings screen, tap the “carat symbols” v to expand and

collapse the settings options.

Glucose Within Target Levels

Glucose Alerts
Set the glucase leveds at wh
system fo al

Target Range
Set the glucose levels you'd ke fo hd
remain between.

58 iz
changing (rising or fafiing) st or faster than the

spead your set
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Setting Glucose Alert Levels

Your Eversense E3 CGM System will alert you when your glucose levels are outside the alert settings you choose.
When you have passed your low and high glucose alert levels, the smart transmitter vibrates, and the mobile app

gives an audible alert as well as disp

Default setting

lays a message on the screen.

Low: 65 mg/dL
High: 250 mg/dL

You can change these alert levels based on what you and your health care
provider agree are the right levels for you. Your Low Glucose Alert cannot be
set above your Low Glucose Target, and your High Glucose Alert cannot be set
below your High Glucose Target.

Allowable setting

Low: 60 - 115 mg/dL
High: 125 - 350 mg/dL

On/Off setting Low Glucose Alert setting is Always ON
High Glucose Alert setting can be turned ON and OFF. No High Glucose alerts
will display or vibe on the smart transmitter if this feature is turned off.

Notes Audio notification and visual alerts on your mobile device and smart transmitter
on-body vibe alerts.

IMPORTANT:

* The Low and High Glucose Alert |
section, Setting Predictive Alerts.

* For i0S 12 and above, and Androi

Glucose Alerts to override your p

evels you set are the same levels used to provide Predictive Alerts. See this

d 6 and above, you can allow the Eversense Low Glucose and Out of Range Low
hone sound settings. See Sound Settings for more information.
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1. Tap Menu > Settings > Glucose to

2. Under Glucose Alert Levels, tap High Alert and
display the GLUCOSE SETTINGS

select the appropriate High Glucose Alert level.

screen. * Tap Done when complete.
* Repeat step to make your Low Alert selection.
Glucose Within Target Levels Glucose Within Target Levels
Glucose Alerts

Set the glucose lavals at which you'd like the ~
systevn to alert you if reached,

(@ High Alert O

Glucose Alerts
Sat the glucose levels at which you'd iike the ~
system to alert you if reached.

@ High Alert O

(D High Alert Level 250 mg/dL (D High Alert Level 230 mg/dL
@ Low Alert Level 65 mgdL @ Low Alert Level 65 madL
Target Range Target Range
Set the glucose levels you'd like to v Set the glucose levels you'd like to 2
remain between. remain between.
Predictive Alerts Predictive Alerts
Be alerted X Minutes before your sensor v o X Minutes befare your sensor v
glucose fevel, if it continues at its current rate, glucos e, if it continues at its current rate,
will reach the Glucose Alert Threshold, will reach the Giucose Alert Threshold.
Rate Alerts Rate Alerts
Be alerted when your sensor ghicose is e Be alerted when your sensor ghicose is i
changing (rising or falling) ar or faster than the s changing (rising or falling) at or faster than the
speed you set High Alert Level

speed you sel.
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Setting Glucose Target Levels

Glucose Targets are the low and high levels of the range you are aiming for throughout the day. These settings are
used in the app to indicate when glucose values are in your target range.

Default setting

Low: 70 mg/dL
High: 180 mg/dL

You can change this target range based on what you and your health care
provider agree are the right target levels for you.

Allowable setting

Low: 65 - 120 mg/dL
High: 120 - 345 mg/dL

On/Off setting

Always ON (cannot be turned OFF)

Notes
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1. Tap Menu > Settings > Glucose to 2. Under Glucose Target Levels, tap High Target
display the GLUCOSE SETTINGS and select the appropriate High Glucose Target level.

screen. * Tap Done when complete.

* Repeat step to make your Low Target selection.

Glucose Within Target Levels Glucose Within Target Levels

Glucose Alerts
Set the glucose levels at which you'd like the N
systevn to alert you if reached.

Glucose Alerts
Sat the glucose levels at which you'd iike the M.
system to alert you if reached,

Target Range
Set the glucose levels you'd like to ~
remain between.

Target Range
Set the glucose levels you'd like to ~
remain between.

High Target 180 mgjdL High Target 180 mafdL
Low Target 70 mgfdL Low Target 70 mgfdL
Predictive Alerts Predictive Alerts
~ Be alerted X Minutes before your sensor ~
glucose feve] if it continues at its c
will reach the Glucose Alert Thr
Rate Alerts Rate Alerts
Be alerted when your sensor glucose is [y Be alerted when your sensor glucose Is v

changing (rising or faliing) at or faster than the

changing (rising or falling) at or faster than the
speed you sel.

speed you set.

Cancel High Target

190
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Setting Predictive Alerts

Predictive Alerts let you know in advance that a high or low glucose event is likely to occur if current trends continue.

Predictive Alerts use the Low and High Glucose alert levels previously set to provide an “early” warning. You set the
early warning time (10, 20, or 30 minutes) to alert you in advance of reaching your alert levels, based on current
glucose trends. When you have reached the early warning time, the smart transmitter vibrates, and the mobile app
gives an audible alert as well as displays a message on the screen.

Default setting OFF
Allowable setting 10, 20, or 30 minutes prior
You can turn these alerts ON and OFF.
On/Off setting No predictive alerts will occur until this feature is turned ON. The default is
20 minutes.
Notes Audio notification and visual alerts on your mobile device and smart transmitter

Eversense E3 CGM User Guide
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1. To turn this feature ON, tap Menu > 2. Next to the High and Low Predictive Alerts,
Settings > Glucose to display the slide the OFF button to ON.
GLUCOSE SETTINGS screen.

3. Tap Minutes to select the amount of advance warning
* Tap Done when complete.

Glucose Within Target Levels Glucose Within Target Levels

Glucose Alerts
Set the glucose levels at which you'd like the W
system to alert you if reached.

Glucose Alerts
Sat the glucose levels at which you'd like the A
system to alert you if reached,

Target Range
Set the glucose levels you'd like to hd
remain batween.

Target Range
Sat the glucose levels you'd like to v
remain batween.

Predictive Alerts Predictive Alerts
Be alerted X Minutes befare your sensor Be alerted X Minutes before your sensor
glucose level If it continues at its current rate, wlucose lavel, if it continues at its current rate,
will reach the Glucase Alert Threshold.
Predictive High Alert O Predictive High Alert O
Minutes 20 Minutes. 30
Predictive Low Alert ( :Zl Predictive Low Alert ( :Zl
Minutes 20 Minutes 20
Rate Alerts Minutes Rate Alerts
Be alerted when your sensor glucose is ~* Be alerted when your sensor glucose is
changing (rising or falling) at or faster than the changing (rising or falling) at or faster than the
speed you set. speed you set.
30
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Setting Rate of Change Alerts

The Rate of Change Alerts let you know when your glucose level is falling or rising faster than the Rate Alert setting
you choose.

Default setting OFF
Allowable setting 1.5 - 5 mg/dL per minute
On/Off setting You can turn these alerts ON and OFF. No rate of change alerts will occur until

this feature is turned ON.

Notes Audio notification and visual alerts on your mobile device and transmitter
vibration alerts.
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1. To turn this feature ON, tap Menu > 2. Next to Rate Alerts, slide the OFF button to ON.
Settings > Glucose to display the

GLUCOSE SETTINGS screen. 3. Tap Rate of Change to select the rate.

* Tap Done when complete.

Glucose Within Target Levels Glucose Within Target Levels

Glucose Alerts
Set the glucose levels at which you'd like the W
system to alert you if reached,

Glucose Alerts
Sat the gluce levels at which you'd like the M.
system to al ou if reached.

Target Range
Set the glucose levels you'd like to hd
remain between.

Target Range
Set the glucose levels you'd like to v
remain between.

Predictive Alerts

Be alerted X Minutes before your sensor
glucose level If it continues at its current rate,
will reach the Glucose Alert Threshold.

Predictive Alerts

Be alerted X Minutes before your sensor
glucose level, if it continves at its current rate,
will reach the Glucose Alert Threshold,

Rate Alerts

Be alerted when your sensor glucose is
changing (ri or falling) at or faster than the
speed you set.

Rate Falling O

Rate Alerts

Be alerted when your sensor glucose is
changing (rising or falling) at or faster than the
speed you set.

Rate Falling O

Rate of Change 2.5 mg/dL/min Rate of Change 2.0 mg/dLjmin
Rate Rising O Cancel Rate of Change Rate Rising | @)
Rate of Change 2.5 mg/dL/min Rate of Change 2.5 mg/dLmin

20
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Setting Daily Calibration Reminders

You can optionally set calibration reminders at times most convenient for you. You will still receive the system
generated calibration notifications and alerts.

Default setting OFF

Allowable setting Time of Day in increments of 1 minute

On/Off setting You can turn this feature ON or OFF. No reminders will display unless this
feature is turned ON.

Notes You can set one or two daily reminders. Audio notification and visual alerts on
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your phone screen only - no transmitter vibrations. If you delete the mobile app
and re-install, these reminders must be reset. These reminders are not stored

in Alert History. If you pair a new transmitter with the existing app, the settings
will remain intact. See Do Not Disturb on Eversense App and Mobile Devices for
more information.



Setting System Information
The SYSTEM screen lets you view and edit other settings in your Eversense E3 CGM System.

1. Tap Menu > Settings > System to display the SYSTEMS screen. Glucose Within Target Levels

2. 0nthe SYSTEMS screen, you can tap each of the following to set:

Glucose Units mg/d!

* Glucose Units. The unit of measurement for your glucose readings.
The App must be reinstalled to edit this setting.

Name DEMOB374

Linked Sensor 7679

* Name. The serial number of your smart transmitter. You can also tap
on the serial number displayed here and give your smart transmitter a
custom name.

* Linked Sensor. The serial number of the sensor currently linked with
the smart transmitter. Tap this feature to access the ability to link or
re-link a sensor.
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Re-linking a Sensor

IMPORTANT: Do not re-link your sensor unless instructed by Customer Support. Re-linking the sensor

returns the system to Initialization Phase, requiring 4 blood glucose fingerstick calibrations within 36 hours.
Re-linking does not impact the life of your sensor.

1. Confirm with Customer 3. Tap Re-link detected 4, Tap Cancel or OK to
Support that you should sensor. continue.
re-link your sensor.
Glucose Within Target Levels (
. IMPORTANT
n 2. Tap Linked Sensor. < Linked Sensor

DO NOT re-link the sensor unless
instructed by Customer Care.

Re-linking the sensor will return the
Glucose Within Target Levels Linked Sensor 7679 system to Initialization Phase and 4
) fingerstick calibrations are required
within 36 hours.
Detected Sensor

7679 Please keep your transmitter over the
sensor during the re-link process.
Glucose Units ma/d Do you wish to continue?

Re-Link Detected Sensor
Name DEMO5374

Cancel OK
Linked Sensor 7679

5. Tap Cancel or Re-link.

Confirm
Re-linking the sensor will return the
system 1o Initialization Phase and 4
fingerstick calibrations are required
within 36 hours.
DO NOT re-link unless instructed by
Customer Care.

Cancel Re-link
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6. Tap Re-link detected sensor on the next screen. The re-linking process will begin.
It may take up to 10 minutes for the process to complete. DO NOT remove the smart
transmitter from your insertion site until the process is complete.

Glucose Within Target Levels V. Calibration 4 i
Error linking sensor
Hald your Smart Transmitter in place Linked Sensor

over your sensor until sensor linking is
Re-link sensor complete.

Linked Sensor 3493
Hold your transmitter n place unth sensor finking
Is complete, K
o Detected Sensor 3493
Sansar Serial Number If the smart transmitter is Re-Link Detected Sensor
oo removed from the sensor Sansor Re-inkfeature s ot avalabl a thstre

Please see your user guide for more information.

site, the system will display
a notification.

Note: The re-link button will not be available under the following conditions:
* Your transmitter battery needs to be charged or is empty.
* While calibration is in progress.
* Before a sensor has been linked.
* Certain sensor replacement alerts.
* Ifany of the below alerts are active;
- Transmitter End of Life
- System Time Error
- Sensor Suspend
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Setting Sounds

The SOUND SETTINGS screen displays the alert sound settings for Low Glucose and High Glucose. This screen
also allows you to enter a snooze setting for the alerts listed, and the option to have Low and Out of Range Low
Glucose Alerts to override your phone sound settings (i0S 12 and above, and Android 6 and above).

1. Tap Menu > Settings >

Sound Settings to display
the SOUND SETTINGS

screen.

Glucose Within Target Levels
4 Sound Settings

Choose your sounds for highfow glicose aterts
and how often the sound repeats.

Low Glucose Alert Default
Low Snooze 15
High Glucose Alert Default
High Snooze 30

Aflow Low and Qut of Range Low Glucose alerts to
override your mobfle device sattings. You must
allow this in your mobile device settings.

Low Glucose Override

Choase when the Transmitfer Discannected
Notification is provided.

Minutes 5

Disable all non-critical alerts and natifications from
being displayed.

2. Tap each alert to select the

alert sound. Tap Back to
get back to the SOUND
SETTINGS screen.

Glucose Within Target Levels
< Low Glucose Alert
RINGTONES

Defauit v
Apex

Beacon
Bullatin

By The Seaside
Chimes

Circuit
Constallation
Cosmic
Crystals

Hillside:

lluminate

Niaht Owl

IMPORTANT: Be sure the sound on your mobile device is turned

on. If you turn the sound on your mobile device off, you will not hear any

sounds from the app.

By setting the snooze alert, you
can set how often an alert repeats
after you have received a Low
Glucose and High Glucose alert.

3. Tap each snooze alert to set
how often the alert repeats.

* Tap Done when complete.

Cancel Low Snooze

16
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Low Glucose Override Setting

If your mobile device is running iOS 12 and above or Android 6 and above, you can optionally allow Eversense Low and
Out of Range Low Glucose alerts to always override your mobile device sound settings. When turned on, the Low and
Out of Range Low Glucose alerts will be played at your phone's maximum volume. You cannot change the volume level
for this override setting. This allows you to still receive Low and Out of Range Low Glucose alerts on your phone, even
if your phone's Silent Mode is on, or Do Not Disturb is on. You must allow this in your mobile device settings.

i0S Devices
1. Tap the button to turn on the 2. Tap Settings. 3. Tap Allow.
override.
. S Please allow Eversense to override
Sound Settings your mobile device's Do Mot Disturb
setting. When turned on, the Low and
Choase your sounds for high/flow glicose alerts Out of Range Low Glucose Alerts will -
and how often the sound repeats. be played at your phone's maximum “Eversense” Would Like to
velume, ¥ou cannot change the volume Send You Critical Alerts
Low Glucose Alert Default lewel for this override setting. Critical Alerts always play & sound and
P —— - appear on the lock screen even if your
Low Snooze 15 : iPhone is muted or Do Not Disturk is
Cancel 1 Settings 1 an. Manage Critical Alerts in Settings.
High Glucose Alert Default = 4 e h
. Don't Allow 1 Allow 1
High Snooze 30

Aflow Low and Qut of Range Low Glucose alerts to
override your mobile device seitings. You must
allow this in your mobile device settings.

=== === === === - n
|| Low Glucose Override 1
Mo o o o o e e o o e e - o

Chaose when the Transmitter Discannected
Notiffcation is provided.

Minutes 5

Disabie all non-critical alerts and natifications from
being displayed.

Do Not Disturb
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4. The switch for Low Glucose Override can now be turned on.

Your system will now alert you of Low and Out of Range Low Glucose
alerts at maximum volume even if your Apple device’s Silent/Vibration
Mode is on, or Do Not Disturb is on.

I Sound Settings

Choose your seunds for highfow glucose alerts
and how often the seund repeats.

Low Glucose Alert Default
Low Snooze 15
High Glucose Alert Default
High Snooze 30

Aflow Low and Out of Range Low Glucose alerts to
override your mobile device settings. You must
allow this in your mobile device settings.

Choose when the Transmitter Disconnected
Nottfication is provided

Minutes 5

Disable all non-critical alerts and notifications from
being displayed.

Do Mot Disturb

Note: This feature works similar to apps with an alarm clock feature
that will always sound regardless of your phone sound settings.
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Note: If you tap Don’t Allow in Step 3, you cannot turn on the Low
Glucose Override setting. To turn this setting on at another time, when you
tap Settings from Step 2, the Eversense settings in your mobile device
settings page will be displayed. Tap Notifications > Allow Critical
Alerts. Then you can turn on the switch for Low Glucose Override in the
Eversense App.

& Settings Eversense CGM < Back Notifications

';B..m,m 5 !

D sir & search
o

crit appear on the lock scresn
even if Do Not Disturb is on or Phone is muted.

|| SR e Sl L
(1) ceilutar Data o Allow Notifications ()

ALERTS
REFERRED LANGUAGE e —
Bt -
@ Language English — b
Lock Screan Watiication Cantar Bannars
Banner Style Temparary
Sounds

«©
Badges ()

BETIONS
Show Previews When Unlocked |
Netification Grouping

— —

Please allow Eversense to override
your mobile device's Do Mot Disturb
setting. When turned on, the Low and
Out of Range Low Glucose Alerts will
be played at your phone's maximum
volume, You cannot change the volume
level for this override setting.

Cancel Settings

Critical alerts appear on the lock scresn
even if Do Not Disturb is on or Fhone is muted.

llow Notifications [ @)

ALERTS

i —
-— —
Lock Serean Matification Cantar Banners

Banner Style Tempaorary

Sounds

oo

Badges

CRTIONS

Show Previews ‘When Unlocked {

Notification Grouping
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n Low Glucose Alert Default »

Android Devices
For devices with Android 6 and above:

1. Tap the button to turn on the
override.

) Data

Sound Settings

Choose your sounds far highylow glucose alerts snd how
often the sound repeats.

Low Snooze 15 )
High Glucose Alert Default »
High Snooze 30

Allow Low and Out of Range Low Glucosa alerts to override
your mobile device settings. You must aflaw this in your
‘mobile device Sattings.

Low Glucose Override 1

Choose when the Transmitter Disconnected Notification is
provided,

Minutes 5%

Disable all non-critical alerts and notifications from being
displayed.

Do Not Disturb
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2. Tap Settings.

Please allow Eversense to overnide your mobile
device's Do Not Disturb setting, When tumed
on, the Low and Out of Range Low Glucose
Alerts will be played &t your phone's maximum
volurme. You cannot change the volume level
for this override setting,

P ————n

L

3. Tap on Eversense from the
Do Not Disturb access page.

A

DO NOT DISTURB PERMISSION

Bixby Voice

Bixby Voice Stub

Blocked Numbers Stor..

Call Log Backup/Resto..

Contacts

nen0ee

Gontacts Storage

Eversense

Google

Google Backup Transp..

Google Play services

Google Services Fram..

s Y 6 XA

q

L

o S




4. Tap Allow. 5. Tap the button next to Eversense to allow Eversense to override
the Do Not Disturb settings.

Ringtone b
Allow Eversense access to Do
not disturb ®
B  Bixby Voice
This app will be able to turn on and U &
off Do not disturb, and change .
Bixby Voice Stub

related settings. Allow?

ro——-—

DENY 1 ALLOW &

Blocked Numbers Stor..

Call Log Backup/Resto..

Contacts

Contacts Storage

DEPNOBE-

Google

Google Backup Transp..

Google Play services

Google Services Fram..

O oe

1

L

] <
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6. Return to the Eversense CGM mobile app.

7. Tap on the Low Glucose Override switch to sound the Low and
Out of Range Low Glucose alerts at maximum volume even if your
device’s Silent Mode, Vibration Mode, or Do Not Disturb is on.

& Collecting Data

Sound Settings

£ Collecting Data

Sound Settings

Choose your sounds far highylow glucase alarts snd how
aften the sound repeats.

Choose your sounds far highyTow glucase alarts snd how
often the sound repeats

Low Glucose Alert Default »
Low Snooze 15 )
High Glucose Alert Default »
High Snooze 30 »

Low Glucose Alert Default
Low Snooze 15 )
High Glucose Alert Default
High Snooze a0 »

Allow Law and Out of Range Low Glucose alerts to override
your mobile device settings. You must allow this in your
mobile device seftings.

Allow Law and Out of Range Low Glucose alerts to override
Your mobile device settings. You must alow this in your
mabile device seftings.

n

I| Low Glucose Override

1| Low Glucose Override (‘\

Choose when the Transmitter Discommected Motification is
provided.

Choose when the Transmitter Disconnected Notification is
provided.

Minutes 5

Minutes 52

Dizable all non-critical alerts and natifications from being
displayed.

Dizable all non-critical alerts and natifications from being
dispiayed.

Do Not Disturb

Do Not Disturb

Note: This feature works similar to apps with an alarm clock feature

that will always sound regardless of your phone sound settings.

110 Eversense E3 CGM User Guide



Transmitter Disconnect Setting

There may be times when the Bluetooth connection between your smart Sound Settings
transmitter and mobile device is interrupted. This may be due to the devices hose o sounds o g ghcese lrs nd hon
being out of range, smart transmitter battery empty, or the Bluetooth o Gl diert Y
feature is turned off in your phone settings. You can customize how long e 55
before the system notifies you of a communication interruption. You can set R s AR RIS
the time to alert you 5 to 30 minutes after a connection is lost. When there High Snocze N
is no communication between the smart transmitter and the app, you will
. . . . Allow Low and Out of Range Low Glucase alerts to override
only receive vibratory alerts from the smart transmitter. See next section Y PRt o e R TR
regarding Do Not Disturb mode. Low Glucoss Override " @)
Choose when the Transmitter Disconnected Notification is
o e o Notfioton e I
Il Minutes 53|l
L o
Disable afl non-critical alerts and notifications from being
dlsplayed.
Do Mot Disturb
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n Note: When you enable Do Not Disturb mode on your mobile device you will Low Giucose Override

The SOUND SETTINGS screen also allows you to enable and disable the Glucose Within Target Levels

Do Not Disturb mode. Sound Settings
* Do Not Disturb. Places the app and smart transmitter in a “Do Not Disturb” et ot o s
mOde. Low Glucose Alert Default
* OFF - ALL notifications - alerts and notifications - regardless of critical nature i i
will be provided by the smart transmitter and app. High Glucose Alert Defaul
* ON - ONLY critical alerts will be provided by the app and smart transmitter’s g oo s
On-body V|be a|erts Allow Low and Qut of Range Low Glucose alerts to

override your mobile device settings. You must
allow this in your mobile device settings.

not receive any alerts or notifications from the Eversense App. The DND icon will
appear on the Home Screen. For a list of alerts, please see Alert Descriptions.

Choase when the Transmitter Disconnected
Natification is provided.

Minutes 5

Disable all non-eritical alerts and notifications from
being displayed.
n

I Do Mot Disturb (;I 1
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Do Not Disturb on Eversense App and Mobile Devices

Eversense Eversense Eversense Eversense
App DND off; | App DND on; | App DND off; A App DND on;
Mobile device | Mobile device | Mobile device | Mobile device
DND off DND off DND on DND on

Transmitter Vibration

(Non-Critical Alerts Yes No Yes No

and Notifications)

Eversense App Display,

Phone Sound and

Phone Vibration Yes No No No

(Non-Critical Alerts

and Notifications)

Transmitter Vibration

(Critical Alerts) Yes Yes Yes Yes

Eversense App Display,

Phone Sound and

Phone Vibration Yes ves No No

(Critical Alerts)

Calibration Reminders

(Phone notification) Yes ves No No

Low Glucose Alert Yes Ves Yes Ves

(Override turned ON)

IMPORTANT: Certain phone operating systems allow you to enable Low Glucose Alerts to override your
phone sound setting. See Sound Settings for more information.

Eversense E3 CGM User Guide 113




Setting Temporary Profile

During activities or conditions outside your normal routine, you may wish to temporarily use glucose settings that
are different from the standard glucose settings you have entered. The TEMP PROFILE screen allows you to
temporarily change glucose target and alert settings for the duration you choose. When the Temp Profile duration is
over, the standard glucose settings you entered in Settings > Glucose will automatically resume.

1. Tap Menu > Settings > Temp Profile to 2. Select the duration. You can set a Temp Profile for
display the TEMP PROFILE screen. up to 36 hours in 30 minute increments.

n Glucose Within Target Levels
<

Temp Profile

Set the glucose levels at which you'd like the
system to alert when your Temp Profite is ON. Tap
START to activate; tap STOP to deactivate.

Duration Ohr 30min
@ High Alert 230 mafdL
(D) Low Alert 65 mgjdL
High Target 190 majdL
Low Target 70 mgfdL

START

Duration

1hr Omin
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3. Set the High and Low Alerts and High and Low Target The Temp Profile selections cannot be
levels desired. Tap START. changed when the duration has been started.

While a Temp Profile is active, the Temp Profile
icon will be displayed on the MY GLUCOSE

screen.
Glucme Within Target Levels
Temp 9 Tooorts 5 @
Profile
icon
mg!dL
TODAY
BAM
High Alert Low Alert
200~
165
200 70
| ——
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When the Temp Profile duration is finished, the app To end the Temp Profile earlier than the time you set,
displays a notice and the Temp Profile icon is no go to Settings > Temp Profile and tap STOP.

longer displayed on the MY GLUCOSE screen.
Temp Profile Off

Your Temporary Profile duration has Set the glucose fevels at which you'd iike the
ended. Your standard glucose settings g}_‘rifg‘;‘ to alert Wﬁ_e-'l Ygﬁ}forgmpdﬂ’m is ON. Tap
will now resume. to activate; fap to deectivate.

Duration

OK Temp Profile

@ High Alert 00 ma/d
(@ Low Alert ) mgfdL
High Target 190 ma/d

Low Target 80 ma/d

STOP
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9_Alert Descriptions

This section describes the various alerts and notification messages you may see on the Eversense

App screens and actions you may need to take.

Your CGM System provides you with alerts and notifications related to glucose readings and system status on both
your smart transmitter and mobile device. The smart transmitter provides on-body vibe alerts when an alert level
has been reached. The mobile device app sounds an alert and displays messages on the MY GLUCOSE screen.
The table below describes the vibration patterns on the smart transmitter and the indicators on your app.

e s Smart Transmitter App Alert
A e bekliEaens Vibration Pattern Indicators
Alerts where no glucose values can be displayed 3 lon vibes MESSAGE APPEARS
Requires immediate and appropriate action. g IN YELLOW
Low Glucose Alert 3 short vibes x 3 MESSAGE APPEARS
Requires immediate and appropriate action. IN YELLOW
Alerts related to Predictive Low and Out-of-Range . MESSAGE APPEARS
Low Glucose 3 short vibes
o . . . IN YELLOW
Requires immediate and appropriate action.
Hi Clutase A, editve i, and ut of Range ign, | 11078 vbe en MESSAGE APPEARS
g : an. eI 5 short vibes IN YELLOW

Requires immediate and appropriate action.
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g s Smart Transmitter App Alert
CAAEGS el bheiliEaieng Vibration Pattern Indicators
AIert§ related to Igss critical issues o . MESSAGE APPEARS
Requires some action but may not be as critical in nature. 1short vibe
) i IN YELLOW
See following section for examples.
Charge Smart Transmitter Alert 3 quick vibes then MESSAGE APPEARS
Your smart transmitter is running low on battery and should .
1long vibe x 2 IN YELLOW
be charged.
Notifications o . . MESSAGE APPEARS
Requires some action but not critical in nature. See following | 1short vibe N BLUE

section for examples.
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Alert History
The ALERT HISTORY screen lists alerts and notifications you have received.

The following icons are used to indicate the severity level of messages.
O  Alerts
. Notifications
@ Glucose-related alerts

© Battery Alerts

Note: When you receive 2 or more alerts that have not been acknowledged, the app will display an option to
Dismiss All. This can happen when your mobile device has been out of range of your smart transmitter and then
re-syncs. You can review each alert in Alert History.
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1. Tap Menu > Alert History.

* The ALERT HISTORY screen will list
ALL alerts and notifications for that day.

* Tap on any message to get more information.

Ale 0

M o/ ® | @ |®

(@) Predictad High Glucose ~ 01:25 PM

© calibrate Now 08:00 AM

(&) Predicted Low Glucose  01:04 AM

@ Charge Transmitter 12:24 AM
Saturday, May 14, 2016

(@) Predicted High Glucoss ~ 09:39 PM

(&) Predicted Low Glucose ~ 06:24 PM

© caiibrate Now 06:00 PM
Friday, May 13, 2016

-
Sat 14 May, 2016

Example of ALL
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2. You can choose to include only certain messages
(alerts and notifications, etc.) for review by
tapping selected alert icons.

* Tap ALL, then tap icons on top of the screen
to select only the types of alerts you want
displayed.

* Tap Menu when done.

ALL ® O @

Tuesday, April 19, 2016

(%) Predicted Low Glucose  10:55 AM
Monday, April 18, 2016

(D) High Glucose 09:31 PM
Sunday, April 17, 2016

(D) High Glucose 09:48 PM
Saturday, April 16, 2016

(D) High Glucose 09:27 PM

-
Tue 19 April, 2016

Example of alerts only



Alert Descriptions and Actions

The following table lists the alerts and notifications you may receive on the Eversense App.

DND in the app settings.

IMPORTANT: Alerts marked with a * cannot be turned off in the app or in the smart transmitter using the

Alerts
ALERT ALERT
Low Glucose 55 High Glucose 325
> Friday, September 15, 11:23 AM Friday, September 15, 01:18 PM
©
rey
5]
(a] Your sensor glucose value is at or Your sensor glucose value is at or
o below your 70 mgfdL Low Glucose above your 230 mgjdL High Glucose
o Alert setting. Alert setting.
<
- Low Glucose* High Glucose
O | Appears at the interval you enter in sound settings | Appears at the interval you enter in sound settings
2 | when your sensor glucose reading is at or below the | when your sensor glucose reading is at or above the
g low glucose alert level you set. The default repeat high glucose alert level you set. The default repeat
8 interval is 15 minutes. The glucose value at the time | interval is 30 minutes. The glucose value at the time
the alert was triggered is displayed in the pop-up. the alert was triggered is displayed in the pop-up.
Pay close attention to your glucose values, Pay close attention to your glucose values,
g symptoms, and trends. If your symptoms do not symptoms, and trends. If your symptoms do not
> | match the sensor glucose value, confirm your match the sensor glucose value, confirm your glucose
(8] . . .
< | 9glucose value with a blood glucose meter before value with a blood glucose meter before making a
making a treatment decision. treatment decision.
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Alert Descriptions and Actions (continued)

Alerts
ALERT ALERT
Out of Range Low Glucose Out of Range High Glucose
> Monday, June 17, 04:39 PM Monday, June 17, 04:40 PM
(]
§_ Mo Glucose Values Displayed Mo Glucose Values Displayed
.5 Your sensor glucose value is lower “our sensor glucose value is higher
than 40 mg/dL. Please measure than 400 mgfdl. Please measure
o your glucose manually using your your glucose manually using your
Q_ blood glucose meter. blood glucose meter.
<
c Out of Range Low Glucose* Out of Range High Glucose*
O | Appears when your glucose reading is lower than Appears when your glucose value is higher than
)
2 | 40 mg/dL. 400 mg/dL.
S
§ No glucose readings can be displayed (only LO is No glucose readings can be displayed (only HlI is
O | displayed onthe MY GLUCOSE screen). displayed on the MY GLUCOSE screen).
Confirm your glucose value with a blood glucose Confirm your glucose value with a blood glucose
2 | meter test before making a treatment decision. meter test before making a treatment decision.
o . .
5 Once the sensor glucose value s at or higher than | once the sensor glucose value is at or lower than
< 49 mg/dL, glucose readings will resume on the 400 mg/dL, glucose readings will resume on the
display. display.
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Alert Descriptions and Actions (continued)

Alerts
ALERT ALERT
Predicted Low Glucose Predicted High Glucose

> Manday, June 17, 04:47 PM Manday, June 17, 04:47 PM
©
rey
5]
D Your sensor glucose value is Your sensor glucose value is
o Bt M et b Guozo Aor vako In 20
<

DEMOB316 DEMOB316
c Predicted Low Glucose Predicted High Glucose
O | Appears every 60 minutes when your glucose Appears every 60 minutes when your glucose values
- . . . . . .
2 | values are trending low and will reach your Low are trending high and will reach your High Glucose
Q | Glucose Alert level within the time you entered in Alert level within the time you entered in Settings.
o )
a Settings.

Pay close attention to your glucose values, Pay close attention to your glucose values,

«» | symptoms, and trends. If your symptoms are symptoms, and trends. If your symptoms are
C . .
o | different than the sensor glucose values or what the | different than the sensor glucose values or what the
g alert indicates, confirm your glucose value with a alert indicates, confirm your glucose value with a

blood glucose meter test before making a treatment
decision.

blood glucose meter test before making a treatment
decision.
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Alert Descriptions and Actions (continued)

Alerts
ALERT ALERT
Rate Rising Rate Falling
> Monday, June 17, 04:48 PM Monday, June 17, 04:48 PM
©
rey
KZ]
D Your sensor glucose value is rising Your sensor glucose value is falling
with a rate greater than or equal to with a rate greater than or equal to
o your rate of change setting of 2.5 your rate of change setting of 2.5
o mag/dL/min. mag/dL/min.
<
[ o]
DEMOB316 DEMOB316
c Rate Rising Rate Falling
O | Appears every 60 minutes when your glucose value | Appears every 60 minutes when your glucose values
- . . . .
2 | isrising at a rate equal to or faster than the rate of are falling at a rate equal to or faster than the rate of
oy . . . .
Q| change you entered in Settings. change you entered in Settings.
)
(a]
Pay close attention to your glucose values, Pay close attention to your glucose values,
«» | symptoms and trends. If your symptoms are symptoms, and trends. If your symptoms are
C . .
o | different than the sensor glucose values or what the | different than the sensor glucose values or what the
g alert indicates, confirm your glucose value with a alert indicates, confirm your glucose value with a

blood glucose meter test before making a treatment
decision.
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Alert Descriptions and Actions (continued)

Alerts
ALERT ALERT
Mo Sensor Detected Sensor Replacement
> Monday, June 17, 04:49 PM Thursday, Movember 19, 04:10 PM
©
3_ Mo Glucose Values Displayed No Glucose Values Displayed
KZ]
D The connection hslu{'ssn your Your sensor nesds 1o be replaced
sensor and transmitter is lost. Ne Please contact your physielan o
2 lnes i fe wal e i e rplace e serso.
A [ rotnon |
Not Mow
DEMOB316 n DEMO4TET
c No Sensor Detected* Sensor Replacement*
O | Appears when the connection between your sensor | Appears once when system self-checks detect the
2 | and transmitter is lost. sensor is no longer able to provide glucose values.
P .
§ No glucose data is available until the connection is No glucose readings can be displayed until the sensor
O | restored. is replaced.
Using the Placement Guide for reference, place the | Contact your health care provider to have your sensor
() . o
g smart transmitter over the sensor until it shows replaced.
;3 there is a connection.
<
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Alert Descriptions and Actions (continued)

Alerts
ALERT ALERT
Sensor Replacement Charge Transmitter

> Tuesday, May 12, 02:02 PM Monday, June 17, 04:48 PM
©
3_ Mo Glucose Values Displayed
(7]
D Your sensor life has expired. Please YYour transmitter battery is very low.
o contact your health care provider to Please recharge your transmitter
Q_ schedule a replacemeant. now,
<

DEMO2721 ) DEMOB316
< | Sensor Replacement* Charge Smart Transmitter*
-8 Appears once when your sensor life has expired. Appears when smart transmitter battery power is
o ) . .
| Noglucose readings can be displayed until the very low and you need to charge your battery very
@ | sensor is replaced. soon.
(a)

Contact your health care provider to have your Charge your smart transmitter as soon as possible.

(2]
g sensor replaced.
=
(8]
<
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Alert Descriptions and Actions (continued)

Alerts
ALERT ALERT
Battery Empty Calibrate Now

> Monday, June 17, 04:44 PM Thursday, June 20, 12:18 PM
©
3_ Mo Glucose Values Displayed
2
() Yoilr tfansmitter's Battecy s ehipy In 4 hours, your calibration will be

Pl h i aranitier o past due and no glucose will be
o resume sensor giucose display. Syt ke ke & Mgt
A [ o< |

DEMOB316

< | Battery Empty* Calibrate Now
O | Appears once when your smart transmitter battery | Appears to alert you that your calibration is due.
et
.g— is empty and needs to be charged. If you do not calibrate within 4 hours, glucose values
(8] . . . i i
@ | Noglucose readings can be displayed until the will no longer be displayed.
0O | smart transmitter is charged.

Actions

Charge the smart transmitter immediately. Remove
the smart transmitter from your body before
connecting it to the power supply.

Tap Calibrate to enter a calibration value.
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Alert Descriptions and Actions (continued)

Alerts
ALERT ALERT
Sensor Suspend Calibration Past Due
> Monday, June 17, 04:48 PM Thursday, Movember 19, 04:12 PM
©
3_ No Glucose Values Displayed No Glucose Values Displayed
(72
D System is suspended for 6 hours Your callbration was due at 11/18/20,
o and re-initialization begins in 6 12:12 PM. No glucose values can be
o hours. digplayed until you calibrate.
<
DEMOB316 E:d 04?91/

Sensor Suspend Calibration Past Due
S Appears when the system’s internal checks detecta | Appears when your system is past due for calibration
‘2 | need to restart the Initialization Phase for additional | (16 hours in 2 Daily Calibrations Phase and 28 hours
o | calibrations. in 1 Daily Calibration Phase).
(%]
8 No glucose readings can be displayed until after the | No glucose readings can be displayed until calibration

second successful calibration. is performed.

Re-initialization of the system begins in 6 hours. Perform a fingerstick calibration in order to resume
% Glucose values will be displayed a few minutes displaying glucose values.
'43 after the second successful calibration during the
<C | Initialization Phase.
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Alert Descriptions and Actions (continued)

Alerts

App Display

ALERT
Calibration Expired
Monday, June 17, 04:44 PM

No Glucose Values Displayed

A calibration has not been
performed in 24 hours. Your system
is now in re-initialization phase and
you will have to perform 4
fingerstick calibration tests.,

DEMOAB316

ALERT
Transmitter Replacement
Monday, May 18, 04:59 PM

Your transmitter is out of warranty
and will no longer provide glucose
values after 05/18/20. Contact your
distributor to order a new transmitter.

TE2721

Description

Calibration Expired

Appears when a calibration has not been performed
in 24 hours while in 2 Daily Calibrations Phase, or
has not been performed within 40 hours while in
1Daily Calibration Phase. The system returns to the
Initialization Phase.

No glucose readings can be displayed until
calibration is performed.

Transmitter End of Life Day 366*

Appears once every 7 days when your transmitter has
been in use for 365 days and your transmitter is out
of warranty. After 395 days of use, your transmitter
will no longer provide glucose readings.

Actions

In the Initialization Phase, you must perform

4 fingerstick calibration tests spaced 2 - 12 hours
apart. Display of glucose readings will resume after
the 2nd successful fingerstick calibration test.

Contact your distributor to order a new transmitter.

Note: In either Daily Calibration Phase, if a calibration entry is very different from the system’s sensor glucose value,
you will be prompted to calibrate again. If you do not calibrate within 16 hours, no glucose values will be displayed, and
after 24 hours with no calibration, the system returns to Initialization Phase.
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Alert Descriptions and Actions (continued)

Alerts

App Display

ALERT
Transmitter Replacement
Thursday, November 19, 04:12 PM

‘Your transmitter is out of warranty and
will no longer provide glucose values
after today. Contact your distributor to
order a new transmitter.

DEMO47H

ALERT
Transmitter Replacement
Thursday, August 27, 10:19 AM

No Glucose Values Displayed

Your transmitter is out of warranty
and will no longer provide glucose
values. Contact your distributor to
order a new transmitter.

Dagaxl

Description

Transmitter End of Life Day 395*
Appears once your transmitter has been out of
warranty for 30 days.

Glucose readings cannot be displayed after the date
of this alert until you replace your transmitter.

Transmitter End of Life Day 396*

Appears once your transmitter has been in use

for 395 days of use. Glucose readings cannot be
displayed until you replace your transmitter. If your
transmitter has reached its end of life it cannot be
linked to a sensor.

Actions

Contact your distributor to order a new transmitter.
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Alert Descriptions and Actions (continued)

Alerts
ALERT ALERT
High Ambient Light High Transmitter Temperature
> Monday, June 17, 04:44 PM Monday, June 17, 04:45 PM
©
3_ Mo Glucose Values Displayed Mo Glucose Values Displayed
'é, Your sensor Is recelving too much Your transmitter's temperature is
light. Reduce the sensor's exposure too high. Go to a cooler area to
o to light to resume receiving glucose resume receiving sensor glucose
readings. K the problem persists, readings. K the problem persists,
g— contact Customer Support. contact Customer Support.
[ o]
DEMOB316 DEMOB316
High Ambient Light High Smart Transmitter Temperature*
(= . . .
o | Appears every 60 minutes when your sensor is Appears every 20 minutes when your smart
‘2 | receiving too much ambient light, affecting its transmitter temperature is too high.
g ability to communicate with the smart transmitter. No glucose readings can be displayed until the smart
8 No glucose readings can be displayed until ambient | transmitter temperature is within normal operating
light is reduced. conditions.
Reduce ambient light by doing one or more of the Reduce the smart transmitter temperature by moving
following: to a cooler environment. Once the smart transmitter
_ _ . o o
@ * Move to an area where there is less light tgmpergture is below 42 °C (108 °F), it will resume
o exposure displaying glucose values.
- ' . .
& | ° Place adark material over the smart transmitter. You may temporarily remove the smart transmitter
* Wear the smart transmitter under clothing to cool it down. Once the smart transmitter is back
to a lower temperature, be sure to replace it over the
Sensor.
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Alert Descriptions and Actions (continued)

Alerts

ALERT
Low Sensor Temperature
Monday, June 17, 04:45 PM

Mo Glucose Values Displayed

Your sensor's temperature is too
low. Please go to a warmer place to
resume receiving sensor glucose
readings. If the problem persists,
contact Customer Support.

DEMOB316

App Display

ALERT
High Sensor Temperature
Monday, June 17, 04:45 PM

No Glucose Values Displayed

Your sensor's temperature is too
high. Please go to a cooler place to
resume receiving sensor glucose
values. If the problem persists,
contact Customer Support.

oK

DEMOB316

Low Sensor Temperature*

High Sensor Temperature*

26 - 40 °C(81-104 °F).
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_E Appears every 20 minutes when the sensor Appears every 20 minutes when the sensor

_‘é’_ temperature is too low. temperature is too high.

§ No glucose readings can be displayed until the No glucose readings can be displayed until the sensor

& | sensor temperature is within normal operating temperature is within normal operating conditions.
conditions.
Go to a warmer environment to increase the Go to a cooler environment to reduce the sensor

v sensor temperature. Keep your smart transmitter | temperature. Briefly remove the smart transmitter

O | turned on so you will start receiving glucose while the sensor temperature cools to between

g values when the sensor temperature is between 26 - 40 °C (81-104 °F). Then put the smart transmitter

back on to start receiving glucose values again from
the sensor.



Alert Descriptions and Actions (continued)

Alerts

App Display

ALERT
Transmitter Error
Monday, June 17, 04:46 PM

Mo Glucose Values Displayed

Your transmitter has detected an
error. Please contact Customer
Support.

DEMOA316

ALERT
Sensor Check
Friday, September 15, 11:24 AM

No Glucose Values Displayed
System requires reinitialization with 4

fingerstick calibrations. Please
calibrate when prompted.

DEMOS374

Description

Smart Transmitter Error*
Appears when the system’s internal checks detect a
smart transmitter error.

No glucose readings can be displayed until the error
is corrected.

Sensor Check

Appears once when the system’s internal checks
detect instability with the sensor which requires a
return to calibration Initialization Phase.

No glucose readings can be displayed until the
second successful calibration has been entered.

Actions

Follow the steps shown in the Troubleshooting
section to reset your smart transmitter. If you are
unable to complete the reset, contact Customer
Support.

In the Initialization Phase, you must perform

4 fingerstick calibration tests spaced 2 - 12 hours
apart. Display of glucose readings will resume after
the 2nd successful fingerstick calibration test.
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Alert Descriptions and Actions (continued)

Alerts
ALERT ALERT
Vibration Motor Battery Error
> Monday, June 17, 04:45 PM Friday, May 15, 03:19 PM
L
o
wn
'5 Your transmitter has detected an The system has detected a problem
issue with the vibration motor and with your smart transmitter's battery.
o can no longer provide vibe alerts. You can continue to use your system,
o Please contact Customer Support but please contact Customer Support
< for a replacement transmitter, fer a replacement transmitter.
(o
DEMOB316 DEMO488
H H * *
Vibration Motor Battery Error

Appears every 60 minutes when the vibration

Appears when the system’s internal checks detect

134 Eversense E3 CGM User Guide

_E motor on your smart transmitter can no longer an error with your smart transmitter battery. Glucose
‘2 | provide on-body vibe alerts. You will continue to readings will continue to be displayed, but your smart
g get glucose readings up to 72 hours after receiving | transmitter will need to be replaced.
8 the alert message. After 72 hours, you will receive a
Transmitter Error Alert every 20 minutes until you
replace the smart transmitter.
Contact Customer Support to have your smart Contact your distributor to order a new transmitter.
g transmitter replaced immediately.
B
<



Alert Descriptions and Actions (continued)

Alerts

App Display

ALERT
Data Unavailable
Tuesday, June 18, 09:27 AM

Mo Glucose Values Displayed

Please measure your glucose
manually using your blood glucose

meter. If the problem persists,
contact Customer Support.

DEMOA316

ALERT
Incompatible Transmitter
Monday, August 10, 03:49 PM

Incompatible transmitter detected.
Please try again. If the error persists,

contact Customer Support.
DEMD488 ﬂ

Data Unavailable

Incompatible Transmitter Detected*

reset your smart transmitter. If you are unable to
complete the reset, contact Customer Support.

=
-g Appears when the system’s internal checks detecta | Appears during linking when the system detects the
-% system error. transmitter is incompatible with the sensor.
3}
& | Noglucose readings can be displayed until the error
O | s corrected.
Plug the charging cradle with cable into a wall outlet | Try linking again. If the error is displayed on the
«n | or USB port. Put the smart transmitter into the second attempt, contact Customer Support.
_5 cradle and remove it. If the condition persists, follow
g the steps shown in the Troubleshooting section to
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Alert Descriptions and Actions (continued)

Alerts
ALERT ALERT
System Time Sensor File

> Thursday, May 21, 04:24 PM Monday, August 10, 03:50 PM
©
rey
5]
(a)] Your mobile device time of day is Unable to download sensor files.
Q Chack o ot amwea i Pieese 1y gain 1 aor parsits
<

DEMO4BE DEMO4BE
c System Time Error Sensor File Error*
O | Appears when your system detects a discrepancy Appears when the system detects a problem during
2 | intime between your mobile device clock and the linking.
P .
Q | system clock.
)
(a]

Set your mobile device clock to your current Try linking again. If the error is displayed on the

() . . .
g local time. If the issue persists, contact Customer second attempt, contact Customer Support.
= | Support.
= pp
<
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Alert Descriptions and Actions (continued)

Alerts
ALERT ALERT
New Password Detected Log Out Required

> Wednesday, October 08, 10:30 AM Wednesday, March 01, 01:33 PM
©
&
~ A new password was detected for your Your login information is not available
D DMS account. To continue, log out of to the Eversense App. To correct this,
o ﬂ'iek:mhand r\::bg back in. If you did not please log out and log back in. Once

make this change, contact customer I ; ill need to log back
Qo A Ol hed e
<

RU12313 E3_ 72814
c New Password Detected Log Out Required
O | Appears once when the system detects the Appears every 24 hours for iOS users when the
- . .
2 | password was changed via your Eversense DMS system detects your Eversense credentials are not
oy . . . .
Q| account. available via the iOS keychain feature.
)
(a)
Log out of the mobile app and log back in withthe | Log out of the mobile app and log back in with your

() .y
g new password. existing username and password.
=
(8]
<
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Alert Descriptions and Actions (continued)

Alerts
& A
Aot Partorir dnce Calibration in Progressl
Please do not remove the transmitter
> Manday, April 10, 12:02 from the sensor site for 16 minutes. If
© the transmitter is removed, the
— calibration must be repeated.
% Important: The calibration value of 150
_ R e e magfdL is very different from the sensor
D and alerts ’wilhoul delay, you must turn glucose. Once calibration is complete,
o off battery optimization for the Eversense the system may prompt you to enter a
Q_ App in your mobile device settings. new calibration.
<
2= 8 L oK )
DEMO1161
c App Performance* Calibration In Progress
O | Appears every day for Android operating systems Appears when your calibration value is significantly
) .
© | when the system detects frequent app crashes different from your sensor glucose value.
by . . . . .
O or interruptions in Bluetooth communication due
8 to the Eversense App being included in battery

optimization settings.

Actions

Go to your phone's battery optimization settings
and turn off for the Eversense App to ensure
Eversense alerts are not delayed.
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Do not remove your transmitter for 15 minutes.
Re-calibrate when prompted.



Alert Descriptions and Actions (continued)

Alerts
Incompatible Transmitter Warning

Software If you logout, you won't be able to see
% Incompatible Transmitter Software g:f:cuselda': o?(t_he:versense hen
— detected. Please contact Customer AIELYOU 00 nack In. AT VU ste you
[e} S want to logout?
i
(a] OK No Yes
Q
<

Incompatible Transmitter Software Log Out Warning

Description

Appears when the software in your smart
transmitter is incompatible with the Eversense CGM
Mobile App version on your mobile device.

Appears when you attempt to log out of the mobile
app. If you log out, you will not be able to view
glucose data in the Eversense mobile app.

Actions

Contact Customer Support.

Remain logged in to the mobile app to continue
viewing your glucose data. If you log out, you must
log back in with your username and password to
continue using the app.
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Alert Descriptions and Actions (continued)

Alerts
DEVICE COMPATIBILITY Enable Bluetooth and
Location Services
The Eversense Mobile App reguires

App has d d location permission to enable Bluetooth
> anon-compatible device or Android scanning and pairing with an Eversense
© version. Senseonics Incorporated has Smart Transmitter. To receive alerts
E not performed testing on non- .ar_vd sensor readings when the app
0 compatible devices/Android version. is in use o in the background, allow
e The App will continue to function location services and Bluetooth must
[a) although there may be areas that may remain enabled
a not work as expected. For more

information visit
o Tttp:/jeversensediabetes.com. Please “
< press Accept to acknowledge the
warning.
.Sll])]ml't!.ﬂ Devices:
Exit
c Incompatible Device/Operating System Enable Bluetooth and Location Services
O | Appears when an incompatible device/operating For Android only. Explains the use of location
- . . . . . . .
2 | system is being used with the app. services is required to enable Bluetooth connection
P - .
o and to receive alerts.
)
(a]
For a list of compatible devices/operating systems Tap OK to acknowledge.

(2] .. .
g visit www.eversensediabetes.com.
2
3]
<
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Alert Descriptions and Actions (continued)

Alerts
New Password Detected Incorrect Password
A new password was detected for your You have entered an incorrect
> DMS account, To continue, log out of password 1 times. You have 2 more
© the app and log back in. If you did not attempts remaining before your
3. make this change, contact customer account is temporarily locked out,
) support.
(a) oK OK
o
Q
<
c New Password Detected Incorrect Password
O | Appears once when the system detects the Appears when the system detects one or two
- . . .
2 | password was changed via your Eversense DMS incorrect passwords have been entered consecutively
S . .
Q| account. via your mobile app.
)
(a)
Log out of the mobile app and log back in with the | Use the correct password to log in to the mobile app.
()
g new password.
2
(8]
<
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Alert Descriptions and Actions (continued)

Delete Account
If you have created an Eversense
account, you have the option to delete
your account. If you delete your
account, it is permanent, and you will
na longer have access to your CGM
data on the Eversense Mobile App, or
in your Eversense DMS account. If you
are using the Eversense NOW Mabile
App, you will no longer be able to
remotely view Eversense CGM data.
You cannot use the same email
address to create a new account. If
you still want to delete your aceount,
please contact your local Eversense
customer support team.

OK

Delete Account

Appears when Delete Account is tapped on the log

in page.

Alerts
Account Locked for
30 Minutes
You have entered an incorrect
password 3 times. For security, your

> account is temporarily locked. Please
o try again at 03:13 PM.

o
2 BE

(a]

o

Q

<

c Account Locked

O | Appears after three incorrect passwords have been
- . . .

2 | entered consecutively via your mobile app.
S

O

(%]

Q

(a]

Wait 30 minutes. Log in with correct password or

()

g reset your password.

2

(8]

<
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Alert Descriptions and Actions (continued)

Alerts
Transmitter Firmware
An update is available for your smart
transmitter, Please log in at
% us.eversensedms.com and click on
— Transmitter to follow the prompts to
o updata your smart transmitter,
K]
] 0K
o
o
<
c Transmitter Upgrade Available
.0 | Appears when an upgrade is available for your
- .
2 | Eversense Smart Transmitter.
P -
(8]
(%2
)
(a]
Go to us.eversensedms.com, log in and follow

(2]
g the prompts to download the Eversense Upgrade
'.3 Application to upgrade your smart transmitter.
<
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Alert Descriptions and Actions (continued)

Notifications
NOTIFICATION
Calibrate Now
> Tuesday, June 18, 08:54 AM
a0
o
i
D Your calibration is due. Please
o perform a fingerstick blood glucose
o meter calibration now.
m Calibrate
DEMDBI1E

NOTIFICATION
Calibrate Again

Thursday, June 20, 12:19 PM

Mot enough data was collected after
your calibration entry. Please enter a
fingerstick blood glucose calibration
now. Leave your transmitter over the
sensor for 15 mins after calibration
entry.

Description

Calibrate Now

Appears when it is time for you to calibrate when
the system is in Initialization Phase or after a
calibration has been entered that is very different
from the sensor glucose.

Calibrate Again
Appears when not enough data has been collected
during calibration.

Actions

Do a fingerstick blood glucose test and enter the
reading as your calibration value. DO NOT use an
alternative site (such as forearm) to obtain your

blood glucose reading.
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Tap Calibrate to enter a new calibration value.



Alert Descriptions and Actions (continued)

Notifications
NOTIFICATION NOTIFICATION
New Calibration Needed Sensor Replacement
> Thursday, November 19, 04:33 PM Tuesday, June 18, 08:55 AM
o
&
'5 The calibration value entered was very Sensor replacement will be required
different from the sensor glucose. within the next 30 days and you will
o Please enter a fingerstick blood no longer be able to receive sensor
o glucose calibration when prompted in glucose values. Please contact your
< about 60 mins., physician to replace the sensor.
{ n DBM)‘THJ DEMOB316
c New Calibration Needed Sensor Replacement
O | Appears if the calibration value entered is very Appears 60, 30, 14, 7, 3, and 1 day before your sensor
- . . . .
2 | different from the sensor glucose value. After about | has completed its wear period as a reminder to
by . . . i .
o Thour, you will receive a Calibrate Now notification. | replace your sensor.
)
(a]
Enter a new calibration value when prompted. Contact your health care provider to schedule the
()
g removal and replacement of your sensor.
2
3]
<
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Alert Descriptions and Actions (continued)

MOTIFICATION
2 Daily Calibrations Phase

Thursday, November 19, 04:35 PM

The system requires callbration every
12 hours, Your next calibration is
needed by 11/20/20, 04:20 AM. You
can enter a calibration sooner to reset
the calibration alert schedule,

DEMOD47H

2 Daily Calibrations

Appears once when the system requires calibration

twice a day.

Notifications
NOTIFICATION
1 Daily Calibration Phase
> Thursday, August 12, 03:06 PM
o
o
(7]
'5 The system requires calibration every
24 hours. Your next calibration is
o needed by 08/13/21, 02:51 PM. You
can enter a calibration sooner to reset
2‘ the calibration alert schedule.
[ o | o)
c 1Daily Calibration
O | Appears once when the system requires calibration
)
2 | once every 24 hours.
S
O
(%]
)
(o]
Enter a new calibration value when prompted.
()
C
()
=
3]
<

146 Eversense E3 CGM User Guide

Enter a new calibration value when prompted.



Alert Descriptions and Actions (continued)

Notifications
NOTIFICATION
Transmitter Replacement

> Thursday, November 19, 04:35 PM
a0
o
i
D Your transmitter will no longer provide

glucose values after 12/19§21. Contact
Q. your distributor to order a new
o transmitter.

DEMOD47H

NOTIFICATION
Invalid Transmitter Time

Thursday, June 18, 01:50 PM

Your transmitter has old or invalid
date/time stamp. The App will
update the time of the transmitter. If
you continue to receive this error,
please contact Customer Suppert.

Transmitter End of Life Day 330

Invalid Transmitter Time

c

O | Appears once 35 days before your transmitter The time on the smart transmitter is out of sync with
)

2 | warranty expires. your mobile app.

G

(%]

Q

(a]

Contact your distributor to order a new transmitter. | If the error persists, contact Customer Support.

c

i)

hd

3}

<
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10. Event Log

This section describes how to review and log events to help better track glucose patterns.

The Eversense E3 CGM System allows you to log and track events in addition to continually monitoring glucose levels.
You can manually enter events that will appear on the trend graph and glucose reports to help you find patterns in
your glucose profile.

Types of Events:
o Glucose
0 Meals
o Insulin

@ Heaith
9 Exercise

Note: You can also access the ADD EVENT screen directly from the MY GLUCOSE screen with a single tap
anywhere on the graph area.
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View Events
You can view past events entered from the EVENT LOG screen.

1. Tap Menu > Event Log.
The EVENT LOG screen will appear.

2. All your entered events will be listed.
You can also select specific event types to view by tapping a selected
event type.
* Tap ALL, then tap icons on top of the screen to select only the types
of events you want displayed.

o]

e 06 @ @

Tuesday, April 19, 2016
@ Heath, Normal
@ calbration, 139 mg/dL
QO Giucose, 100 mg/dL
@ calibration, 79 mgidL
() Breaktast, 18 grams
e Exercise, Ohr 30min
Monday, April 18, 2016

0 Dinner, 15 grams

11:18 AM

10:32 AM

09:08 AM

08:02 AM

07:16 AM

06:00 AM

08:18 PM

-
Tue 19 April, 2016
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Log Specific Events

O

1. Tap Menu > Event Log.

Glucose

2. Add an event using the event icon “4” > Glucose.

3. Tap Time to enter the correct date and time.
Tap Done.

4. Tap Glucose to enter the correct blood glucose value.
Tap Done.

Note: You can enter a BG value between 20 and
600 mg/dL. Entries < 20 mg/dL will be converted to 20,

Enter and track blood glucose meter tests (test results other than calibrations).

O Glucose

@ Meal
o Insulin
@ Health
@ Exercise

@ cancel

Glucose

Cancel

Time Sep 9, 2016 04:36 PM

Glucose 100 mg/dL

Notes

and entries above 600 mg/dL will be converted to 600
for calculation and display purposes.

5. Tap Save.

6. On the Confirm Glucose pop up box, tap Submit to confirm
the glucose event and return to the EVENT LOG screen,
or tap Cancel to exit without saving changes or to edit the
information before saving.

Note: Glucose Events do not replace calibration
measurements. You will still have to enter calibration readings.
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Confirm Glucose
Time: Sep 9, 2016 04:36 PM
Value: 100 mg/dL

Cancel Submit

i0S

Confirm Glucose

Time: 11:13 AM

Value: 100 mg/dL

Cancel Submit

Android



Meals
Enter the type of meal, date and time and carbohydrate count.

1. Tap Menu > Event Log.
2. Add an event using the event icon “4” > Meals.

3. Tap Time to enter the correct date and time.
Tap Done.

4, Tap Type to enter the type of meal.
Tap Done.

5. Tap Carbs to enter correct number of carbohydrates.
Tap Done.

6. Tap Notes to enter any notes.
Tap Done.

7. Tap Save to save entry and return to EVENT LOG screen.
Tap Cancel to exit without saving changes.

Glucose Within Target Levels

Cancel

Time Sep 9, 2016 09:37 AM
Type Breakfast
Carbs 15 grams
Notes
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Insulin
Enter the units of insulin according to Time and Insulin type.

1. Tap Menu > Event Log.

Glucose Within Target Levels
2. Add an event using the event icon “4” > Insulin. w

Time Sep 9, 2016 04:37 PM
3. Tap Time to enter the correct date and time.
Tap Done. o e
Type Rapid-acting
4. Tap Units to enter the correct number of Units.
Tap Done. Notes

Note: The maximum insulin units that can be entered is 200U.

5. Tap Type to enter the correct Type of Insulin.

Tap Done.

6. Tap Notes to enter any notes.
Tap Done.

7. Tap Save to save entry and return to EVENT LOG screen.
Tap Cancel to exit without saving changes.
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o Health
Enter the type of health condition, severity, and date and time.

1. Tap Menu > Event Log.
2. Add an event using the event icon “4” > Health.

3. Tap Time to enter the correct date and time.
Tap Done.

4. Tap Severity to enter Low, Medium or High.
Tap Done.

5. Tap Condition to enter the health condition.
Tap Done.

6. Tap Notes to enter any notes.
Tap Done.

7. Tap Save to save entry and return to EVENT LOG screen.
Tap Cancel to exit without saving changes.

Glucose Within Target Levels

Cancel Health

Time Sep 9, 2016 03:30 PM
Severity Medium
Condition Fever
Notes
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Exercise
Enter exercise type, duration, and intensity.

1. Tap Menu > Event Log.

Glucose Within Target Levels
2. Add an event using the event icon “+” > Exercise. L gk
) . Time Jun 15, 2016 08:46 AM
3. Tap Time to enter the correct date and time.
Tap Done Intensity Medium
Duration 1hr Omin
. 4, Tap Intensity to enter Low, Medium or High.
Tap Done. Notes

5. Tap Duration to enter the duration.
Tap Done.

6. Tap Notes to enter any notes.
Tap Done.

7. Tap Save to save entry and return to EVENT LOG screen.
Tap Cancel to exit without saving changes.
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I|_Reports

This section describes the different glucose reports available for a summary of your glucose profile.

You may choose specific dates or select pre-selected time ranges.

Types of reports

* Glucose Pie Chart

* Time in Range

* Weekly Modal Summary
* Glucose Statistics

Note: Be sure to set the mobile device date and time correctly. The accuracy of the graphs and reports depends
upon the date and time being correct.

To view the glucose reports tap Menu > Reports and swipe to move across the three different reports. You can
also email each report as a pdf file by tapping the email icon in the top right hand corner.
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Glucose Pie Chart

This report shows in graphical format what
percent of your readings within a given o

time period are within, below or above your
Glucose Target levels. You can choose the last

1,7,14, 30 or 90 days.
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1Day | 7Days | 14 Days | 30 Days [CIN:

Glucose Pie Chart (mg/dL)
{Sep 1, 2016 - Nov 30, 2016)

[ Atove Target Lavel (32%)
[ Below Target Leval (12%)
1 Within Target Levels (56%}

Glucose Pie Chart (mg/dL)
(Sep 01, 2016 - Nov 30, 2016)

Above target level 32%
Below target level 12%
Within target levels 56 %

i0S

Android



Time in Range

This report shows the percentage of time spent in fixed, standard, glucose ranges.
* Very High: > 250 mg/dL

7Days | 14Days | 30 Days | 90 Days
L]

High: 181 mg/dL - 250 mg/dL elmennae o @
* |n Range: 70 mg/dL - 180 mg/dL
* Low: 54 mg/dL - 69 mg/dL
* Very Low: < 54 mg/dL

Source: http://www.agpreport.org/agp/agpreports

I very High (11%)
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Weekly Modal Summary

This report shows your last seven days of glucose readings summarized in a
24-hour line graph format to help find patterns during the day.

* The blue line is the average of the last seven days of your readings in an
hour time block.

* The red bars show the highest and lowest actual readings in the same
hour time block.

* The red horizontal dotted lines are your pre-set High and Low Glucose
Alert levels.

* The green horizontal dotted lines are your pre-set High and Low Glucose
Target levels.

This report also provides summary statistics (average readings, standard
deviation of readings), glucose target performance (percent within, above
and below glucose target levels), and glucose reading highs and lows
(percent of readings that fall within the low and high glucose target levels).
The information is shown based on 6 hour time slots.
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Weekly Modal Summary {mg/dL)
(May 18, 2018 - May 25, 2018)

]
1280 BAM 2P0 &PM 12amM
12AM 6AM 12PM  6PM
Statistics
Average 122 n7 198 174

Std Dev 295 274 542 764




Glucose Statistics

This report shows your average, low and high glucose readings, along with
standard deviation within 6 hour time periods. You can choose the last 1, 7, 14,
30 or 90 days.

Glucose Statistics (mg/dL)
(May 24, 2018 - May 25, 2018)

Period

12AM - 6AM 122

GAM - 12PM 113

12PM - 6PM 197

GPM -12AM 174

ALL 150

Low

78

78

93

80

78

High
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12.5haringbata

You can share data multiple ways with Eversense.

Eversense Data Management Software (DMS) Program

The Eversense DMS Program is a web-based application that enables patients, caregivers, and health care
professionals to view and analyze glucose data that has been transmitted from the Eversense E3 Smart Transmitter or
the Eversense CGM System Mobile App.

This program is offered at no cost to users of the Eversense E3 CGM System. To learn about the Eversense DMS
Program, go to www.eversensediabetes.com. When you create and register your account during the installation of
the Eversense CGM Mobile App, an Eversense DMS account is automatically created for you. The Eversense NOW App
User Guide has more information on how to remotely view glucose data from the Eversense E3 CGM System.

IMPORTANT: EVERSENSE E3 DATA MANAGEMENT SYSTEM DOES NOT PROVIDE MEDICAL ADVICE.
CHANGES TO YOUR TREATMENT PLAN SHOULD ONLY BE MADE BY YOUR HEALTH CARE TEAM.

Share My Data

The Share My Data feature in the Eversense CGM System Mobile App allows you to manually sync data to your
Eversense DMS account, invite friends and family to remotely view your CGM data via the Eversense NOW Mobile
App, invite your health care provider to review your glucose data via Eversense DMS Pro, and to connect with other
compatible health applications.
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Sync

As long as you have an internet connection, and you are logged into the app, your glucose readings sync
to your Eversense DMS account about every 5 minutes.

1 Glucose Within Target Levels
Share My Data
& Sync
© My Circle

£y Application Sharing

& Clinic Share

To manually sync your data, tap the START SYNC button. Data for
the number of days set as your default will be synced. You can set the

Default Syncing Days to 1, 3, 7,14 or 30 days.

Glucose Within Target Levels

Last Synced: Sep 15, 2023 11:24 AM

Default Syncing Days 1

START SYNC

Syneing Days
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@ My Circle
My Circle is an optional feature that allows you to activate remote monitoring of your Eversense E3 CGM
data. For more information on this feature, see My Circle - Remote Monitoring.

IMPORTANT: Both the Eversense CGM Mobile App and the
Eversense NOW Remote Monitoring App must be downloaded
from the US App Store in order for them to communicate.
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Share My Data
O Sync
© My Circle

) Application Sharing

& Clinic Share




Application Sharing

Application Sharing is an optional feature that allows you to share certain Eversense data with another
compatible health application. Tap the application and turn on Share Data. You may need to also allow

sharing via the health application.

Share My Data
& Sync
© My Circle
) Application Sharing

@& Clinic Share

4 Application Sharing < Apple Health

Share Eversense data with anather appfication.

© Apple Health

When you fumn an Share Data, the last 80 days of
your Eversense CGM System's glucose values
(excent the most recent 3 hours) will be sent to
your Apple Health app. New CGM Information is
sent with a 2 hour delay.

Share Data O
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Clinic Share

Clinic Share is an optional feature that allows you to either invite or accept an invitation from your health care
provider's clinic via Eversense DMS Pro. This will allow them to review your Eversense DMS glucose reports.

To invite your health care provider:

In order to send an invitation to your health care provider's clinic, you will need their
Eversense DMS Pro Clinic ID number. They will need to provide this number to you.

1. Tap Menu > Share My Data > Clinic Share.
2. Tap Clinic Requests > Send Requests.

3. Enter your health care provider's Eversense DMS Pro Clinic ID number.

Glucose Within Target Levels

Clinic Requests

My Clinics

4, Tap Add. Glucose Within Target Levels
. . . < Clinic R t:
5. Tap OK to confirm the invitation. ek
Your health care provider can remotely review your
L. . . . glucose data via Eversense Data Management
Once the clinic has accepted the invitation, they SRR S e
will be listed on the My Clinics page. To access Send Requests ~
this page, tap Menu > Share My Data > To send a data share request:
Clinic Share > My Clinics. picaichet i il )
Clinic ID: Add
OR
Share your Eversense username with them by contacting
the clinic directly:
Your Eversense username is:
sensdemod@gmail.com
1 A
5 5 e
0 &
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Eversense DMS Pro
Clinic Request

Request sent to
Clinic ID: 12
Acme Clinic

OK




To accept an invitation from your health care provider:

Your health care provider can also send you an invitation for them to have access to your glucose reports. You can
accept this invitation directly in the app.

1. Tap Menu > Share My Data > Clinic Share.

2. Tap Clinic Requests.

3. Under Accept Requests, tap on the clinic name.

4. Tap Accept.

5. Tap Accept on the pop up.

Once you have accepted the invitation, the clinic will be listed on the My Clinics page. To access this page, tap

Menu > Share My Data > Clinic Share > My Clinics.

Glucose Within Target Levels
4 Clinic Requests

Your heaith care provider can remotely review your
glucose data via Eversense Data Management
System (DMS) Pro,

Send Requests v

Accept Requests ~

To accept a data share request:

Tap the name of the clinic balow who has sent you
araquest,

Request Received:

Seneca Clinic

Seneca Clinic
Clinic ID: 1202

Accept the request to share data with

Seneca Clinic?

Cancel

Accept
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To stop sharing data with a clinic:
You can cancel an invitation to a clinic or stop sharing data with a clinic.

1. Tap Menu > Share My Data > Clinic Share.
2. Tap Clinic Requests.

3. Tap My Clinics.

4. Tap on the clinic name.

5. Tap Cancel Request or Stop Sharing.

This will remove you from the clinic's Eversense DMS Pro list of patients. You can send this clinic another invitation in
the future, or the clinic may send you an invitation in the future.

< My Clinios < Clinic Share

Yaur health care provider can remotely review your
glucose data via Eversense Dafa Management . L
System (DMS) Pro, Acme Clinic Seneca Clinic
You are sharing your Eversense data with the Clinic ID: 12 Clinic ID: 1202

following clinics via Eversense DIMS Pro.

Seneca Clinic c Bt

Acme Clinic
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13. Product and General Information

on the App

This section describes the information available from the About section of the Main Menu.

You can view product information about your smart transmitter, your sensor and your Eversense CGM

Mobile App.
1. Tap Menu > About and

then tap My Transmitter,
My Sensor or Product

Information.

Hmmnqum.

My Transmitter

My Sensor

My Account
Product Information
Contact Us

License Agreement
Privacy Statement

Help

Onthe MY TRANSMITTER
screen, you can find information that
includes the serial number, calibration
information and battery level. You
can also demonstrate the vibration

feature of the smart transmitter.

Glucose Within Target Levels

Device Information

Calibration Information

Demonstration

v

hd

v

Onthe MY SENSOR screen,
you can view the sensor serial
number and insertion details.

Glucose Within Target Levels

Linked SN 7679

Insertion Date 090823
Insertion Time 04:51 AM
Detected SN 7679
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On the My Account screen,
you can edit your profile picture,
view the email address used to
Create your Eversense account,

and log out of the Eversense App.

Glucose Within Target Levels
0 John Smith

Vs

Email:
johnsmith@gmail.com
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Profile Picture

You can update the profile picture in your Eversense account, which will be
displayed in your Eversense Mobile App and in your Eversense DMS account.

* Go to About > My Account and tap on the picture. You can also tap
on the picture from the main menu.

* Follow the prompt to either update or delete the image. You can either take
a new photo or choose an existing photo that is saved on your device.

* The photo you select will be displayed on the Main Menu screen.

Note: You can also change your profile picture from your Eversense DMS
account. See the Eversense DMS User Guide for more information.

mmmm mmmm

N @

John Smith Time John Smith Time
#H My Glucose . Glucos #H My Glucose . Glucol
¢ Calibrate & Calibrate
%5 Placement Guide Hotes %5 Placement Guide Hotes
(4 EventLog {4 EventLog

Currern Currer|

B8 Reports | NextSd B8 Reports Next S¢
(") Share My Data o (") Share My Data e
(1) Alert History Days S (@) Alert History Days S
[k System Setup . Calib [k System Setup . Calib
£ Connect . £ Connect .
{3} Settings . 3 Settings
@ About . @ About




On the Product Information
screen, you can view information
about the mohile app software
version and Senseonics, Inc., the
manufacturer of the Eversense E3
CGM System.

< Product Information

eVersense

Continumas Gz Manitorng Sysiem

Camparny: Sensecnics, Inc.
20451 Seneca Meadows

Parkoway,
Germantown, Maryland,
usA

wwew.everssnsedishetes.c

om
Ui/ DI: 00B17491023520
uDI/ Version: 7201
Raleasad: Sap 12, 2023

Compatibiity:  hitps:/
www. eversansedishetes.c
omicompatibility!

UserGuide:  https:/
www_eversansedishates o
omiuserguides

& 2023 Senseonics, Ine,
Evorsanse Mo Appbcancn BOSH
200100300

Senseonics.

You can also send feedback
or view the End User License
Agreement and Privacy Policy
from the About menu.

* Tap Contact Us to send an
email to your local Customer
Support team.

Cancal

Message for Customer Support @)
To: supportiBavarsensadabetes.com (&)
Co/Bee

Subject: Massage for Custamer Suppert

These messages are nat monitored 24,7, Do nat
use this email for urgent questions.

*Transratter Details:

Mamne: TOOBOFTZ

‘Serial Number: 85773

Model Number: 102204
Firmware Vergion: 604.01x

Last Cal- DB/24/20, 03:29 PM
Phase Start: 07/31/20, 04:45 PM
Completed Cals: 0

Current Phase: Intialization
Battery Levet 100%

*Sensar Details
Linked SN: 122427

IMPORTANT: This email
is not monitored 24/7. DO NOT
use this email for health-related
or any urgent issues.

To read the End User License
Agreement and the Privacy Policy,
tap either option.

e\/ersense

END USER LICENSE AGREEMENT

For more product information,
tap Help.
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Logams ou o S
To log out of your Eversense account, < My Aecount

If you logout, you won't be able to see
glucose data on the Eversense App
> . until you log back in. Are you sure you
tap My Account > Log Out. 0 John Smith e i leobute
rd

No Yes
Emall:

Jehnsmith@grnail.com

IMPORTANT: If you log out, no glucose data will be displayed on the app until you log back in using the
email and password you entered when you set up your account.
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|4. Viewing Eversense E3 Data
onWearables

You can view a snapshot of your Eversense E3 CGM data on a compatible Apple Watch. Once you’ve downloaded and
installed the Eversense CGM Mobile App on your mobile device, follow the device's instructions for adding the app to
your watch.

The wearable is a secondary display of Eversense E3 CGM data and should not be used in place of the primary
Eversense E3 CGM display.

Any problems with mobile devices, wireless internet, data connection, the Eversense Data Management System (DMS),
the CGM user’s smart transmitter out of range of their mobile device, or charging their smart transmitter may cause
data transfer to be delayed or not to be displayed.

If at any time you have symptoms of a low or high blood glucose level OR if your symptoms are not consistent with the
sensor glucose readings, you should test your glucose with a blood glucose meter before making a treatment decision.

Eversense E3 CGM User Guide 171



Eversense E3 on Apple Watch

To access additional app features,
tap the Eversense icon on
your watch HOME screen to
open the app.

172 Eversense E3 CGM User Guide

The My Glucose screen shows
your current glucose with trend
arrow, and a trend graph of your
last three hours of CGM data.

You can also access the

MY GLUCOSE screen if

you turn on notifications from
Eversense E3 in your Apple Watch
settings. When you receive a
notification, you can also tap on
the message to see the

MY GLUCOSE screen.

11:09
EVERSENSE

V™

Alert: Predicted
Low Glucose

Dismiss




Swipe left to the next screen
showing a pie chart of your total
time within and outside your

target range for the past 24 hours.

Swipe up to display the same data
shown as percentages.

Above Target Level

Below Target Level

Within Target
Levels

Swipe left to the next screen
showing your current glucose with
trend arrow, your next calibration
time, the current system calibration
phase, and battery level of your
smart transmitter.

Phase Information

Daily ibration

Battery Level
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Alerts and Notifications Displayed on the Wearable Device

Wearable devices are a secondary display to the Eversense CGM Mobile App. Any alerts or notifications received on
the wearable should be confirmed on the Eversense CGM Mobile App before any action is taken. Screen shape format
may vary based on the wearable device. If you dismiss an alert on the watch, the alert display will disappear from the
phone lock screen. Once the mobile app is opened, the alert will be displayed with all of its information. The following
table lists the alerts and notifications you may receive on the Apple Watch from the Eversense App. Some alerts and
notifications are affected by the sound settings in the mobile app, and the Do Not Disturb function in the mobile app.
See Setting Sounds and Alert Descriptions and Actions for more information.

glucose value with a blood glucose meter before
making a treatment decision.
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i 2:56 &l 2:56
g v EVERSENSE v EVERSEMNSE
% > . - . .
05 Alert: Low Glucose Alert: High Glu-
KOy 55 mg/dL cose
.‘3 g 255 mg/dL
o
; Dismiss Dismiss
c | Low Glucose High Glucose
.g Appears at the interval you enter in sound settings | Appears at the interval you enter in sound settings
2 | whenyour sensor glucose reading is at or below when your sensor glucose reading is at or above
g the low glucose alert level you set. The glucose the high glucose alert level you set. The glucose
8 value at the time the alert was triggered is value at the time the alert was triggered is
displayed in the pop-up. displayed in the pop-up.
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile
o App. Pay close attention to your glucose values, App. Pay close attention to your glucose values,
© | symptoms, and trends. If your symptoms do not symptoms, and trends. If your symptoms do not
g match the sensor glucose value, confirm your match the sensor glucose value, confirm your

glucose value with a blood glucose meter before
making a treatment decision.



Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
9 11 W
8 v EVERSENSE v EVERSEMNSE
o
A = Alert: Out of Alert: Out of
[RreY Range Low Glucose Range High Glu-
on cose
(s
8 Dismiss =
; Dismiss
c Out of Range Low Glucose Out of Range High Glucose
Re) Appears when your glucose reading is lower than | Appears when your glucose value is higher than
)
2o | 40 mg/dL. 400 mg/dL.
§ No glucose readings can be displayed. No glucose readings can be displayed.
(a)
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile
App. Measure your glucose manually by using your | App. Measure your glucose manually by using your
¢ blood glucose meter. Always confirm your glucose | blood glucose meter. Always confirm your glucose
) . . . i
eSS value with a blood glucose meter before makinga | value with a blood glucose meter before making a
2 treatment decision. Once the sensor glucose value | treatment decision. Once the sensor glucose value

is at or higher than 40 mg/dL, glucose readings
will resume on the display.

is at or lower than 400 mg/dL, glucose readings
will resume on the display.
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Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
= 11:09 )
8 v EVERSENSE v EVERSEMNSE
o ; _
A = Alert: Predicted Alert: Predicted
[T Low Glucose High Glucose
o9
(s
8 Dismiss Dismiss
2
c Predicted Low Glucose Predicted High Glucose
Re) Appears every 60 minutes when your glucose Appears every 60 minutes when your glucose
)
2 | values are trending low and will reach your values are trending high and will reach your
Q Low Glucose Alert level within the time you High Glucose Alert level within the time you
8 entered in Settings. entered in Settings.
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile
v App. Pay close attention to your glucose values, App. Pay close attention to your glucose values,
o symptoms, and trends. If symptoms do not match | symptoms, and trends. If symptoms do not match
g the sensor glucose value, confirm your glucose the sensor glucose value, confirm your glucose

value with a blood glucose meter before making a
treatment decision.

176 Eversense E3 CGM User Guide

value with a blood glucose meter before making a
treatment decision.



Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
b 11:10 b 11:10
§ v EVERSENSE v EVERSEMNSE
8 = Alert: Rate Rising Alert: Rate Falling
ey
o .9
g (a] Dismiss Dismiss
9]
2
c Rate Rising Rate Falling
Re) Appears every 60 minutes when your glucose Appears every 60 minutes when your glucose
§- value is rising at a rate equal to or faster thanthe | values are falling at a rate equal to or faster than
§ rate of change you entered in Settings. the rate of change you entered in Settings.
a
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile
0 App. Pay close attention to your glucose values, App. Pay close attention to your glucose values,
_s symptoms, and trends. If symptoms do not match | symptoms, and trends. If symptoms do not match
g the sensor glucose value, confirm your glucose the sensor glucose value, confirm your glucose

value with a blood glucose meter before making a
treatment decision.

value with a blood glucose meter before making a
treatment decision.

Eversense E3 CGM User Guide 177



Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
R 11:10 N 11:11
g v EVERSEMNSE v EVERSEMNSE
5
= = Alert: No Sensor Alert: Sensor Re-
(VoY Detected placement
o9
(Ca]
§ Dismiss Dismiss
c No Sensor Detected Sensor Replacement
k) Appears when the connection between your Appears once when system self-checks detect
L . . . .
o sensor and transmitter is lost. the sensor is no longer able to provide glucose
S
§ No glucose data is available until the connectionis | Values.
(a) restored.
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM
g App. Using the Placement Guide for reference, Mobile App. Contact your health care provider
'.3 place the smart transmitter over the sensor until it | to have your sensor replaced.
< shows there is a connection.

178 Eversense E3 CGM User Guide




Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
N 11:11 b 11:11
8 v EVERSENSE v EVERSENSE
®
A = Alert: Sensor Re- Alert: Charge
[T placement Transmitter
o9
(e
© Dismiss Dismiss
]
2
c Sensor Replacement Charge Transmitter
Re) Appears once when your sensor life has expired. Appears when smart transmitter battery power is
)
[e% . . .
= | No glucose readings can be displayed until the very low and you need to charge your battery very
§ sensor is replaced. soon.
(a)
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile
()] . .
g App. Contact your health care provider to have App. Charge your smart transmitter as soon as
'43 your sensor replaced. possible.
<
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Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts

o 9 11:15 9

g v EVERSENSE v EVERSEMNSE

o i

[a) %’ Alert: Battery Alert: Calibrate

[ClreY Empty Now

o9

e

g Dismiss Dismiss

2
c Battery Empty Calibrate Now
Re) Appears once when your smart transmitter battery | Appears to alert you that your calibration is due. If
)
2 | isempty and needs to be charged. you do not calibrate within 4 hours, glucose values
§ No glucose readings can be displayed until the will no longer be displayed.
(a) smart transmitter is charged.

Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile

g App. Charge the smart transmitter immediately. App. Tap Calibrate on your mobile device to
'43 Remove the smart transmitter from your body enter a calibration value.
< before connecting it to the power supply.
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Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
N 3:01 5 3:01
8 V EVERSENSE v EVERSEMNSE
o ] N
[a) %’ Alert: Sensor Sus- Alert: Calibration
[RreY pend Past Due
ouv
(s
g Dismiss Dismiss
2
Sensor Suspend Calibration Past Due
g Appears when the system’s internal checks Appears when your system is past due for
'43_ detect a need to restart the Initialization Phase calibration.
5 for aglditional calibrat_ions. Glucose values will No glucose readings can be displayed until
@ | bedisplayed afew minutes after the second calibration is entered in the Eversense CGM Mobile
o successful calibration during the Initialization App.
Phase.
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile
g App. Re-initialization of the system begins in App. Perform a fingerstick calibration in order to
'43 6 hours. resume displaying glucose values.
<
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Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
N 3:01 b 3:02
8 V EVERSENSE v EVERSEMNSE
S
8 %’ Alert: Calibration Alert: Transmitter
K RreY Expired Replacement
o .9
(LN a
g Dismiss Dismiss
2
Calibration Expired Transmitter End of Life 366
c Appears when a calibration has not been Appears once your transmitter has been in use for
-f-j performed in 24 hours. The system returns to the | 365 days and your transmitter is out of warranty.
o T
5 Initialization Phase. After 395 days of use, your transmitter will no
@ | Noglucose readings can be displayed until longer provide glucose readings.
a calibration is entered in the Eversense CGM Mobile
App.
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile
g App. In the Initialization Phase, you must perform | App. Contact your distributor to order a new
S 4 fingerstick calibrations spaced 2 - 12 hours apart. | transmitter.
2 Display of glucose readings will resume after the

2nd successful fingerstick calibration.
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Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
b 3:02 9 3:02
8 V EVERSENSE v EVERSEMNSE
® . .
[a) %’ Alert: Transmitter Alert: Transmitter
[OIreY Replacement Replacement
o9
(s
g Dismiss Dismiss
2
c Transmitter End of Life 395 Transmitter End of Life 396
Re) Appears once your transmitter has been out of Appears once your transmitter has been in use for
)
2 | warranty for 30 days. 395 days of use.
§ Glucose readings cannot be displayed after the Glucose readings cannot be displayed until you
(a) date of this alert until you replace your transmitter. | replace your transmitter
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile
g App. Contact your distributor to order a new App. Contact your distributor to order a new
'43 transmitter. transmitter.
<
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Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
. 3:09 o 3:110
8 v EVERSENSE v EVERSEMNSE
o _ _ )
[a) %’ Alert: High Ambi- Alert: High Trans-
[RreY ent Light mitter Tempera-
on ture
(LN a
g Dismiss e
; Dismiss
High Ambient Light High Transmitter Temperature
(S . . .
o Appears every 60 minutes when your sensor is Appears every 20 minutes when your smart
_‘é'_ receiving too much ambient light, affecting its transmitter temperature is too high.
o ability to communicate with the smart transmitter. |\, glucose readings are displayed until the smart
8 No glucose readings can be displayed until transmitter temperature is within normal operating
ambient light is reduced. conditions.
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile
App. Reduce ambient light by doing one or more | App. Reduce the smart transmitter temperature by
of the following: moving to a cooler environment. Once the smart
%’ * Move to an area where there is less light transmitter temperature is below 42 °C (108 °F),
;3 exposure. it will resume displaying glucose values. You may
< * Place a dark material over the smart transmitter. | temporarily remove the smart transmitter to cool

* Wear the smart transmitter under clothing.
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Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
8 v EVERSENSE v EVERSEMNSE
o : s
[a) %’ Alert: Low Sensor Alert: High Sensor
[OIreY Temperature Temperature
o9
(s
g Dismiss Dismiss
2
c Low Sensor Temperature High Sensor Temperature
Re) Appears every 20 minutes when the sensor Appears every 20 minutes when the sensor
)
2 | temperature is too low. temperature is too high.
§ No glucose readings are displayed until the sensor | No glucose readings are displayed until the sensor
(a) temperature is within normal operating conditions. | temperature is within normal operating conditions.
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile
App. Go to a warmer environment to increase the | App. Go to a cooler environment to reduce the
g sensor temperature. Keep your smart transmitter | sensor temperature. Briefly remove the smart
eSS turned on so you will start receiving glucose transmitter while the sensor temperature cools
2 values when the sensor temperature is between to between 26 - 40 °C (81-104 °F). Then put

26 - 40°C(81-104 °F).

the smart transmitter back on to start receiving
glucose values again from the sensor.
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Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
b 3:34 X 3:34

8 V EVERSENSE v EVERSEMNSE

o _ i

[a) %’ Alert: Transmitter Alert: Sensor

[RreY Error Check

o9

(s

g Dismiss Dismiss

2
c Smart Transmitter Error Sensor Check
Re) Appears when the system’s internal checks detect | Appears once when the system’s internal checks
)
L2 | asmart transmitter error. detect instability with the sensor which requires a
§ No glucose readings are displayed until the error is | return to calibration Initialization Phase.
(a) corrected.

Confirm the alert on your Eversense CGM Confirm the alert on your Eversense CGM Mobile

g Mobile App. Follow the steps shown in the App. In the Initialization Phase, you must perform
S Troubleshooting section to reset your smart 4 fingerstick calibrations spaced 2 - 12 hours apart.
O . . . .
< transmitter. If you are unable to complete the Display of glucose readings will resume after the

reset, contact Customer Support.
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Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
B 3:34 9 3:35
8 V EVERSENSE v EVERSEMNSE
o .
[a) %’ Alert: Vibration Alert: Battery Er-
() _Q_ Motor ror
ouv
(s
g Dismiss Dismiss
2
Vibration Motor Battery Error
c Appears every 60 minutes when the vibration Appears when the system’s internal checks detect
o motor on your smart transmitter can no longer an error with your smart transmitter battery.
2 provide on-body vibe alerts. You will continue to Glucose readings will continue to be displayed, but
§ get glucose readings up to 72 hours after receiving | your smart transmitter will need to be replaced.
8 the alert message. After 72 hours, you will receive
a Transmitter Error Alert every 20 minutes until
you replace the smart transmitter.
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile
g App. Contact Customer Support to have your App. Contact your distributor to order a new
'43 smart transmitter replaced immediately. transmitter.
<
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Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
10:22 10:22
q) T g
g v EVERSENSE v EVERSENSE
s,
(a] ) Alert: Data Unavail- Alert: System Time
9 o able
o v
(U A
~ Dismiss
g Dismiss
2
c Data Unavailable System Time Error
) o .
S Appears when the system’s internal checks detect | Appears when your system detects a discrepancy
2 asystemerror. in time between your mobile device clock and the
(8]
@ | No glucose readings are displayed until the erroris | System clock.
O | corrected.
Confirm the alert on your Eversense CGM Confirm the alert on your Eversense CGM Mobile
Mobile App. Plug the charging cradle with cable App. Set your mobile device clock to your current
0 into a wall outlet or USB port. Put the smart local time. If the issue persists, contact Customer
_S transmitter into the cradle and remove it. If the Support.
g condition persists, follow the steps shown in

the Troubleshooting section to reset your smart
transmitter. If you are unable to complete the
reset, contact Customer Support.
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Alerts and Notifications Displayed on the Wearable Device (continued)

Alerts
11:02
q) &
";’ vﬂ_ EVERSENSE
8 Eﬁ ::, :':d New Password De-
KoY i
o v
E [a] Dismiss
©
)
2
c New Password Detected
Re) Appears once when the system detects the
)
2 | password was changed via your Eversense DMS
Q account.
)
(a)
Confirm the alert on your Eversense CGM Mobile
g App. Log out of the mobile app and log back in
'43 with the new password.
<
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Alerts and Notifications Displayed on the Wearable Device (continued)

Notifications

§ v EVERSENSE v EVERSENSE
8 %’ Notification: New Notification: Cali-
K RreY Sensor Detected brate Now
o .9
(LN a
8 Dismiss Dismiss
2
c New Sensor Detected Calibrate Now
Re) Appears when the smart transmitter detects Appears when it is time for you to calibrate when
§- a new sensor. The inserted sensor and the the system is in Initialization Phase or after a
§ smart transmitter must be linked to begin calibration has been entered that is very different
8 communication. from the sensor glucose.
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM Mobile
0 App. In your mobile app, tap Link Sensor to App. Do a fingerstick blood glucose test and enter
_s complete the linking process and begin the the reading as your calibration value. DO NOT use
3] 24-hour Warm-Up Phase. You do not need to wear | an alternative site (such as forearm) to obtain your
< your smart transmitter over the sensor until the blood glucose reading.
Warm-Up Phase is complete.
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Alerts and Notifications Displayed on the Wearable Device (continued)

Notifications

8 v EVERSENSE v EVERSEMNSE

[a) %’ Notification: Cali- Notification: New

[RreY brate Again Calibration Needed

o9

(s

g Dismiss Dismiss

2
c Calibrate Again New Calibration Needed
Re) Appears when not enough data has been collected | Appears if the calibration value entered is very
)
o during calibration. different from the sensor glucose value. After
9 60 minutes, you will receive a Calibrate Now
& s
a notification.

Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM

g App. Tap Calibrate on your mobile device to Mobile App. Enter a new calibration value when
'43 enter a new calibration value. prompted.
<
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Alerts and Notifications Displayed on the Wearable Device (continued)

Notifications
" ‘(': o :
8 v EVERSEN v EVERSEMNSE
[a) %’ Notification: Sen- Notification: 1 Dai-
[T sor Replacement ly Calibration
oW Phase
e vt
i Dismiss ] ]
; Dismiss
c Sensor Replacement 1Daily Calibration
1] Appears 60, 30, 14, 7, 3, and 1 day before your Appears once when the system requires calibration
)
2 | sensor has completed its wear period as a once every 24 hours.
f. .
Q reminder to replace your sensor.
)
(a)
Confirm the alert on your Eversense CGM Mobile | Confirm the alert on your Eversense CGM
g App. Contact your health care provider to schedule | Mobile App. Enter a new calibration value when
'43 the removal and replacement of your sensor. prompted.
<
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Alerts and Notifications Displayed on the Wearable Device (continued)

Notifications
8:59 5 9:00
8 v EVERSENSE v EVERSEMNSE
[a) % Notification: 2 Notification:
[T Daily Calibrations Transmitter Re-
on Phase placement
(s
o
; Dismiss Dismiss
c 2 Daily Calibrations Transmitter End of Life Day 330
Re) Appears once when the system requires calibration | Appears once 35 days before your transmitter
)
Qo twice a day. warranty expires.
3}
w
)
(a)
Confirm the alert on your Eversense CGM Confirm the alert on your Eversense CGM Mobile
g Mobile App. Enter a new calibration value when App. Contact your distributor to order a new
'43 prompted. transmitter.
<
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5. My Circle

Remote Monitoring with Eversense E3 CGM System and
Eversense NOW App

The Eversense CGM App includes an optional remote monitoring feature. The Eversense CGM App interacts with the
Eversense NOW Remote Glucose Monitoring App to allow other people to view your data.

Risks

There may be times when glucose data cannot be sent to the Eversense NOW App. If a member of your Circle is

not receiving glucose data from your Eversense E3 CGM System, they cannot assist you in the event of a high or low
glucose value. The secondary display and notifications on the Eversense NOW Mobile App are not a replacement for
the primary display on your Eversense CGM System Mobile App.

Members of your Circle may not always have a connection to support data transfer such as internet/wifi or 3G/4G/LTE.
If you or a member of your Circle does not have an internet connection, your glucose data will not be available for
viewing on a secondary display. Any problems with mobile devices, wireless internet, data connection, the Eversense
Data Management System (DMS) System, having your smart transmitter out of range of your mobile device, or
charging your smart transmitter may prevent data from being displayed to members of your Circle. You should not
rely on people remotely monitoring your glucose data to assist you in the event of a high or low glucose event.

The remote monitoring feature provides a secondary display of notifications and data to those in your Circle. It is not
a real-time remote monitoring system.

Benefits
The Eversense E3 CGM System used with the Eversense NOW Remote Monitoring App may provide CGM users with
additional confidence, knowing that others can also view their CGM data.
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Warnings

® Glucose information displayed on the Eversense NOW App should not be used to make treatment decisions.
Always use blood glucose values from your meter to make treatment decisions. Using a sensor glucose
value to make a treatment decision could result in a high or low blood glucose. The Eversense NOW App is a
secondary display of Eversense E3 CGM data and should not be used in place of the primary Eversense E3 CGM
display.

® You should not rely on those who are remotely monitoring your glucose to notify you about high or low
glucose events.

Precautions

® The Eversense NOW Mobile App does not replace the monitoring regimen as directed by your health care
provider.

* |f you and the members of your Circle do not have an internet connection, or the mobile device has shut down
due to a low or empty battery, your Eversense E3 CGM data cannot be displayed on the Eversense NOW App.

° |f the members of your Circle turn off the sounds on their mobile device, they will not receive audible alerts
about your CGM data on their Eversense NOW App.

® |f you set your status to offline with any of the members of your Circle, they will not receive any of your CGM
data on their Eversense NOW App. DO NOT set your status to offline if you want members of your Circle to see
your CGM data.

* The Eversense NOW App does not communicate directly with the Eversense E3 Sensor and/or with the
Eversense E3 Smart Transmitter.

® The Eversense NOW App cannot change the settings on the Eversense CGM App.

® |f the Eversense NOW user does not allow notifications from the Eversense NOW App, they will not receive
glucose related alerts from you.

* |f you have your mobile device set to Do Not Disturb, you will not hear any notifications from the Eversense
NOW App.
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Through the MY CIRCLE screen on your Eversense CGM Mobile App, you can invite as many people as you wish
to view your data. When you invite someone to join your Circle, an invitation will be sent to the email address you
entered. Once the invitation is accepted, and the Eversense NOW App is downloaded, members of your Circle can
view your recent glucose data, events and alerts.

IMPORTANT: Members of your Circle who do not have the Eversense NOW App will not be able to see your data.

As long as your Eversense CGM System App and the Eversense NOW App have an internet connection, your glucose
data is synced to the Eversense NOW App approximately every 5 minutes. Calibration values may take longer to sync
to the Eversense NOW App.

1. From the Main Menu, tap Share My Data >  |E] olucose withn target evels Glucose Within Target Levels
My Circle to display the MY CIRCLE Share My Data

screen. & Sync Members you share your sensor glucose dala with
«can also see your alerts and events.

= My Circle Invite to My Circle Add Emal

2. To invite a new member to view your

glucose data, tap Invite to My Circle. € Application Sharing

& Clinic Share
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3. Enter the email for the person you
would like to invite to your Circle,
and tap Send when complete.

Note: You can tap the “+” next
to the email field to select an email
address from your Contact list.

Nicknarme:

Email:

Tip: Nicknames are optional, and
are used to help you easily manage
your Circle Members. If you choose
not to give a nickname to a Circle
Member, their email address will show
in place of a nickname.

4. An Invitation Sent screen appears.
Tap OK.

Invitation Sent

OK

When the invitation has been accepted, the member’s name will
appear in your Members List on the MY CIRCLE screen in your app.

Members you share your sensor glucose data with
«can aiso see your alerts and events.

Invite to My Circle Add Ema

Invitations Sent

Miguel

Members you share your sensor glucose data with
can also see your alerts and events.

Invite to My Circle Acd Ema

Members

& Miguel

Note: Profile pictures of those remotely viewing your glucose

data are set up in the DMS account by the account owner. You cannot

change profile pictures of those you have invited to your Circle.
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Remove a Member from Your Circle

1. To remove a member or an invitation, 2. Tap Remove to remove the member from your circle.
tap the person’s name in the Members List Tap Yes when prompted.
or the Invitations Sent List on the

MY CIRCLE screen. Glucose Within Target Levels i _ )
Warning
Are you sure you want to remeve this

member?
Miguel Santos No Yes
4 . -
Members you share your sensor glucose data with
«can aiso see your alerts and events. Nickname
Miguel i ) i
Invite to My Circle Add Emal . Warning
Email: John Doe has been remaved from your
sensdemo3@grail com circle.
Members
& Miguel Share My Data: (_) 0K
A < J
Invitation Sent: 09{15/23, 01:19 PM
_ The member you remove will be notified on their Eversense

NOW App if they have already accepted.
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Temporarily Stop Sharing Data

There may be times when you wish to temporarily stop sharing data with a member, but not remove them from
your Circle.

1. Tap the member’s name in the My Circle list to 2. Tap the Share My Data button to turn on/off
open the MEMBER screen. data share with this member.

Glucose Within Target Levels Glucose Within Target Levels
&‘ Miguel Santos &" Miguel Santos
A A

Nickname

Mickname

Miguel Miguel

Email: Email:
sensdemo3@gmail.com sensdemo3@gmail.com
Share My Data: () Share My Data:

Invitation Sent: 09{15/23, 01:19 PM Invitation Sent: 09{15/23, 01:19 PM

IMPORTANT: If you have disabled the Share My Data feature for a member, that member will not see any
of your Eversense E3 CGM System glucose data, alerts or event history. Members will see your status as Offline on
their Eversense NOW App when you have disabled the Share my Data feature. It can take up to 10 minutes for the
change to display on the Eversense NOW user’s app.

Note: The Eversense NOW user can also remove you from their app. It can take up to 2 hours for these changes to
display on your Eversense CGM App.

For more information about the Eversense NOW App, please visit www.eversensediabetes.com.
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6. About the Sensor

This section describes the Eversense E3 Sensor and how it is inserted by your health care provider.

The Eversense E3 Sensor is a miniaturized fluorometer that uses fluorescent
intensity to measure glucose in interstitial fluid. The sensor is implanted
subcutaneously (under the skin) on the upper arm, leaving no part of the
sensor protruding from the skin. The sensor remains in place and provides
CGM measurements for up to 180 days.

The sensor is encased in a biocompatible material and utilizes a unique
fluorescent, glucose indicating polymer. A light emitting diode embedded
in the sensor excites the polymer, and the polymer then rapidly signals
changes in glucose concentration via a change in light output. The Eversense E3 Sensor
measurement is then relayed to the smart transmitter. Measurements are

completed automatically and require no action by the user.

The sensor is approximately 3.5 mm x 18.3 mm and has a silicone ring that
contains a small amount of dexamethasone acetate, an anti-inflammatory
steroid drug. The dexamethasone acetate minimizes inflammatory
responses, very similar to common medical devices, such as pacemakers.
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Insertion Steps

Your health care provider will explain and perform the simple and quick steps to insert the sensor. You will be fully
awake during the approximately 5-minute insertion procedure.

Insertion site:

It is important to choose a site on the upper arm that is comfortable for you to wear the sensor and smart transmitter
for up to 180 days. It is recommended to have the sensor inserted toward the back of the upper arm. Placement in
this area minimizes the chance of the sensor and smart transmitter being bumped by doorways, walls or other narrow
passages. If possible, avoid areas with loose skin, scars, tattoos, nevus, or blood vessels that could be incised during
the procedure. It is recommended to alternate arms for subsequent insertion sites.

Step 1: Site preparation - the insertion site will be cleaned, disinfected, then anesthetized using lidocaine.

Step 2: Incision - a small (less than 1 centimeter) incision will be made at the insertion site.

Step 3: Sensor insertion - a subcutaneous pocket will be created under the skin and the sensor will be inserted in
this pocket.

Step 4: Site closure - the incision will be closed with an adhesive bandage. Steri Strips™ are typically used to close
the incision.

Step 5: Sensor and smart transmitter linking - link the sensor and smart transmitter to begin the 24-hour
Warm-Up Phase.

Note: After insertion, link the smart transmitter and the sensor and then allow the incision site to heal 24 hours
before wearing the transmitter.

The sensor requires 24 hours to stabilize within the insertion site, this period is known as the Warm-up Phase. After
the first 24 hours of sensor insertion, position and secure the smart transmitter over the sensor and ensure you have
a connection (see Daily Transmitter Wear). Then you can perform your Initialization Phase calibration of 4 fingerstick
blood glucose tests to start getting glucose readings.
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Removal Steps

Similarly to the insertion steps, your health care provider will explain the simple and quick steps for the sensor
removal and you will be fully awake during the 5-minute (approximate) removal process.

Step 1: Site preparation - the sensor site will be cleaned, disinfected, then anesthetized using lidocaine.
Step 2: Incision - a small (less than 1 centimeter) incision will be made at the sensor site.

Step 3: Sensor removal - the sensor will be removed and discarded.

Step 4: Site closure - once removed, the incision will be closed with a Steri Strips™ (sutures may be used
depending on provider’s preference).
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|'7_Travel

This section describes the safety issues when traveling with your Eversense E3 smart transmitter
and sensor.

When traveling, your smart transmitter and sensor are safe to go through airport security without removing them.
You may inform security that you have an implanted medical device.

Your smart transmitter will automatically sync to your smartphone’s current time and date when time zones are
changed.

The Eversense E3 CGM System is safe for use on U.S. commercial airlines. The Eversense E3 Smart Transmitter is a
Medical Portable Electronic Device (M-PED) with emission levels that meet FAA mandates for use in all modes while
in flight. (Reference FAA Advisory, Circular #21-16G, dated 6.22.2011.) To use, turn your mobile device’s Bluetooth
feature on after you have put your mobile device in airplane mode. For flights outside the US, follow local security
regulations for use of medical devices in flight.
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|8. Troubleshooting .~~~

This section lists information about troubleshooting your Eversense E3 CGM System and includes a

list of frequently asked questions (FAQs).

Smart Transmitter
Q: How do | turn my smart transmitter OFF?

A: Press and hold the smart transmitter power button
for 5 seconds. Release the button when the smart
transmitter begins to vibrate.

Q: How do | turn my smart transmitter ON?

A: Press and hold the smart transmitter power button
for 5 seconds. Release the button when the smart
transmitter begins to vibrate.

Q: How do | properly position the smart transmitter
over the sensor?

A: There are two ways to ensure proper positioning:

1. When using the adhesive patch to secure the smart
transmitter, make sure the power button symbol
and the LED are lined up in parallel with your arm.
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2.Use the PLACEMENT GUIDE screen on the
app to confirm connection between the sensor and
the transmitter.
* Tap Placement Guide.
* Position the smart transmitter over the sensor so
that a connection is confirmed.
Note: To see more information about signal
strength and transmitter positioning, see Placement
Guide - Show More Detail Screen in the Linking the
Sensor section.

Q: My smart transmitter will not vibrate. Why?

A: If the smart transmitter does not vibrate, try the
following steps:

* Check that the smart transmitter is paired to your
mobile device.

* Check that the Do Not Disturb is disabled
by tapping Menu > Settings > Sound
Settings.



* Check that your smart transmitter has enough
battery power and charge if necessary.

If the smart transmitter still will not vibrate, contact
Customer Support or your local distributor for further
troubleshooting.

Q: Can | remove and replace the same adhesive patch
more than once a day?

A: Repeated removal and replacement may reduce
adhesion strength.

Q: What is the serial number and model number of my
smart transmitter?

A: You can find the serial number and model on the
back of your smart transmitter. Once you have paired
your smart transmitter and mobile device, you can
also find the serial number and model by tapping
Menu > About > My Transmitter.

Q: How do | customize the name of my smart
transmitter?

A: Tap Menu > Settings > System >
Transmitter Name. Type in the name you desire.
The updated name of the smart transmitter will
appear in your connection status screen.

Q: Why does my smart transmitter show a continuous
solid orange LED?

A: Follow the steps below to troubleshoot the smart
transmitter:

1. Make sure the smart transmitter is paired with your
mobile device.

2. Make sure the smart transmitter is charged.
3. Check your app for any alerts or notifications.

4. Remove the smart transmitter from your arm
and wait for a few minutes. A No Sensor
Detected message will appear and the smart
transmitter should vibrate more frequently as it
searches for a sensor. If the smart transmitter
does not vibrate or if the app does not show
No Sensor Detected, contact Customer
Support in the US. Outside the US, contact your
local distributor. Place the smart transmitter back
over the sensor to see if the orange LED disappears
and observe any notifications on the app.

If the orange LED continues to stay lit, contact
Customer Support.
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Smart Transmitter Battery and
Charging

Q: How long does a fully charged smart transmitter
battery last?

A: A fully charged smart transmitter battery typically
lasts approximately 24 to 36 hours.

Q: How long does it take to charge a smart
transmitter?

A: It takes approximately 15 minutes to fully charge a
smart transmitter when plugged into a wall outlet. It
may take longer if charging via a computer USB port
or when the battery is empty.

Q: What happens if my smart transmitter battery is
completely drained?

A: No glucose readings will be displayed. Always charge
immediately when the smart transmitter battery is
completely drained.
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Q: How do I check the smart transmitter battery status?
A: There are three ways to check battery status:

1. Tap Menu > About > My Transmitter. Scroll
down to the Battery Level line that indicates amount
of battery power left.

2. Check the battery symbol in the upper right corner
onthe MY GLUCOSE screen. A red battery icon
indicates the smart transmitter battery is empty.

3. Power ON the smart transmitter. Press and release
the smart transmitter power button. An orange
LED on the smart transmitter indicates low battery.
A green LED indicates the battery is at least 10%
charged.

: On the About > My Transmitter page, the battery

level shows 65% and then drops to 35%.
Why is that?

: The rate battery levels discharge varies widely based

on use; the same battery model in two devices

will not discharge at the same rate. This is why we
show battery level indicators on this screen in large
increments: 100%, 65%, 35%, 10% and 0%. Our testing
shows that the “Low Battery” alert is triggered
consistently at the point the smart transmitter still has
approximately 2 hours of power left (at about the 10%
indicator level). It is important to charge your battery
when you receive the “Low Battery” alert.



Connection with Smart
Transmitter

Q: How do | pair my mobile device and smart transmitter
for the first time?

A: Follow the steps below to pair your mobile device
and smart transmitter. Please read this User Guide for
more detailed information.

1. Launch the Eversense App.

2. Press the smart transmitter power button three
times to get it into “Discoverable” mode.

3. When the smart transmitter blinks green and
orange, tap the smart transmitter ID on the
CONNECT screen. The app will then begin the
searching process.

* Your smart transmitter ID is the same as the
serial number listed on the back of the smart
transmitter.

4. When the app finds your smart transmitter, a
BLUETOOTH PAIRING REQUEST
pop-Up screen appears.

5. Tap Pair to confirm the pairing.

6. The app will display Connected next to the
smart transmitter ID once the pairing is completed.

Q: My smart transmitter and mobile device do not
appear to be connected.

A: There may be several reasons why you do not have a
connection.

* Make sure the Bluetooth setting on your mobile
device is ON and the smart transmitter’s name or
serial number appears on the device list.

* The condition may only be temporary. Tap
Menu > Connect. If your smart transmitter
name indicates Disconnected, tap the smart
transmitter name to connect manually.

* Your smart transmitter and mobile device may be
out of wireless range. Move your mobile device
closer to the smart transmitter.

* Your smart transmitter may be turned off, out of
battery power or is currently being charged. You
may need to restart the Bluetooth (BLE) function
on the smart transmitter by following the steps
below.

1. Power off the smart transmitter - Press and hold
the power button for 5 seconds and wait for the
vibration to confirm it is powered off.

2. Wait 2 seconds and press the power button three

times to restart BLE. (Note: When doing a BLE
restart, do not remove/forget the paired device
via your mobile device’s Bluetooth Settings.)
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3. Press the power button 3 times again to
place the smart transmitter in discoverable
mode and pair with your mobile device.
Tap Menu > Connect to see if your
smart transmitter is connected. If not
connected, tap to select your smart
transmitter from the list.

If these steps do not resolve the problem,
you may need to go to the Bluetooth Settings
feature on your mobile device and unpair or
forget the smart transmitter and then press
the smart transmitter power button 3 times
to re-pair. If the problem still exists, you may
need to reset your smart transmitter.

Q: How do | reset my smart transmitter?

A: Follow the steps below.

1. Place the smart transmitter into the charging
cradle and connect the USB cable. Plug the
cable into the wall outlet. (You can also plug
the standard USB end of the cable directly into
a USB port on your computer.)

2. Press and hold the power button (for approx.
14 seconds) on the smart transmitter while
connected to the USB. Release the power
button.

208 Eversense E3 CGM User Guide

3. The LED will start blinking in about two seconds
indicating the smart transmitter is going through a
self-test sequence. The LED will blink in various colors.
Once the self test is complete, the smart transmitter
will vibrate and a steady green or orange LED will stay
on.

4. If the self-test does not complete, repeat steps 1
through 3.

5. If step 3 is successfully completed, the smart
transmitter is now ready for use.

6. Disconnect the smart transmitter from the USB cable
and proceed with pairing. Once paired, the system
will be in the Initialization Phase. If you are unable to
complete the reset, contact Customer Support.

Q: Can other people connect to my smart transmitter?

A: The Eversense E3 CGM System utilizes a secure Bluetooth
connection and will not allow others to connect.

Q: What happens if my smart transmitter is disconnected
from my mobile device or app?

A: The smart transmitter will vibrate and the app will
provide a “Transmitter Disconnected” notification
every 5 to 30 minutes, based on your sound settings,
until the app is launched or the smart transmitter is
reconnected. Once the connection is re-established, the
data collected will sync with the mobile app.



Q: Why am | unable to connect my mobile device
to my smart transmitter (No Transmitter
Connected is displayed in the app status bar)?
A: The smart transmitter may fail to connect with your
mobile device for any of the following reasons:
* The smart transmitter is currently charging.
® The smart transmitter is turned OFF.
* The smart transmitter battery is completely
drained.
* Bluetooth on your mobile device is turned OFF.

* Smart transmitter pairing to your mobile device
has not been established or has been “un-paired”.
You must re-establish pairing.

Q: Why do | see Searching onthe CONNECT
screen?

A: The app will continue to show Searching for any

of the following reasons:

* The smart transmitter is currently charging.

* The smart transmitter is turned OFF.

* The smart transmitter battery is completely
drained.

* Bluetooth on your mobile device is turned OFF.

* Smart transmitter pairing to your mobile device
has not been established or has been “un-paired”.
You must re-establish pairing.

Q: What is “Discoverable” (Pairing) mode?

A: Discoverable mode is the smart transmitter state that
enables it to be located by your mobile device for
pairing. See Getting Started for more information.

Q: My smart transmitter is not listed on the
CONNECT screen?

A: The smart transmitter will not be listed on the

CONNECT screen for any of the following reasons:

* The smart transmitter is currently charging via USB.

® The smart transmitter is turned OFF.

* The smart transmitter battery is completely
drained.

* Bluetooth on your mobile device is turned OFF.

* Smart transmitter pairing to your mobile device
has not been established or has been “un-paired”.
You must re-establish pairing.

Q: Why do | see other smart transmitters listed on the
CONNECT screen?

A: If other Eversense E3 CGM users are around you,
then the app may find those devices. However, the
app connects only to the smart transmitter that was
paired with your mobile device. DO NOT attempt to
pair your mobile device to other smart transmitters
that are not yours.
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Q: I just received a new smart transmitter. How do Calibration

::y“:;;t’::;“d one and connect the new one to Q: What time should | enter on the CALIBRATE
screen when | am notified to calibrate?

A: On the Main Menu, tap Connect or System
Set Up > Help Me Set Up > 1 have a
new transmitter. Tap and hold the name of
your old smart transmitter. Tap OK to stop the
app from automatically connecting with the old
smart transmitter. Forget the old smart transmitter
from your phone's Bluetooth settings. Follow the A: The system will reject the calibration for the any of
steps in this User Guide for pairing the new smart the following reasons:
transmitter with the app and linking it to your * The blood glucose reading entered is less than

40 mg/dL.
* The blood glucose reading entered is greater than
400 mg/dL.

If another calibration is needed, the system will
prompt you.

A: Enter the time you tested your blood glucose with
your meter. You must enter the blood glucose
reading within 10 minutes of doing the test.

Q: Why was my calibration rejected?

sensor.
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Q: Why am | unable to calibrate?

A: You may not be able to calibrate for any of the
following reasons:

* Not enough sensor glucose data has been collected,

which may take up to 5 minutes.

* Sensor glucose values are changing rapidly, such as

after eating or taking insulin.

* The blood glucose reading is less than 40 mg/dL.

* The blood glucose reading is greater than
400 mg/dL.

* The blood glucose reading was taken more than
10 minutes prior to entering it in the Eversense
App.

* The last sensor glucose value is significantly

different than the blood glucose reading entered.

* A calibration is in progress.

® |t is less than 1 hour since the last successful
calibration.

* Your transmitter is disconnected.
* Transmitter is not linked to your sensor.
* Your sensor needs to be replaced.

Q: Where can | find details for Calibration Phase,
number of calibrations and last calibration date
and time?

A: You can view calibration details by tapping Menu >
About > My Transmitter.

Q: What are the different types of calibration phases?

A: The Eversense E3 CGM System has three types of
Calibration Phases: the Initialization Phase, 2 Daily
Calibrations Phase and 1 Daily Calibration Phase.
Initialization Phase begins 24 hours after sensor
insertion and requires 4 fingerstick blood glucose
tests for calibration. The system will notify you if Tor
2 calibrations per day are needed.
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Alerts and Notifications

Q: Can | change the vibration alert pattern on my
smart transmitter?

A: Smart transmitter vibe patterns are fixed and cannot
be changed. The repeat interval can be changed for
some Alerts in Settings > Sound Settings.

Q: Can lincrease the volume of the app sounds
coming from my mobile device?

A: You may increase the volume of the app sounds by
connecting your mobile device to an external device
to amplify the sound.

Q: Can | change the number of alerts | receive?

A: If you feel that you are getting too many alerts, you
should first discuss the alert settings best suited for
you with your health care provider. If you need to
change your glucose alert settings, tap Menu >
Settings > Glucose.

Q: What are rate of change alerts?

A: Rate of Change Alerts notify you when your glucose
level is falling or rising faster than the setting you
entered in Settings > Glucose.
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Q: What is the difference between a notification and

alert?

A: A Notification is a non-critical, low priority message

(e.g., calibration reminder).

An Alert is an important message that needs your
attention and may require you to respond/take
action.

Q: What are predictive alerts?
A: Predictive Alerts notify you in advance of an event

that is likely to occur if current trends continue.
Predictive Alerts use High and Low Glucose Alert
levels you set to determine when the Predictive Alerts
occur. You can set the alerts to notify you at 10, 20,

or 30 minutes in advance of when the CGM System
anticipates you reaching the alert levels you set.

Your smart transmitter will vibrate, and your app will
sound an alert and display a message on the

MY GLUCOSE screen to notify you of a predicted
high or low glucose. If your symptoms do not match
the sensor glucose value, or what the alerts indicate,
you should immediately perform a fingerstick blood
glucose test before making a treatment decision.



Q: Why am | unable to see notifications when the app
is in the background?

A: Refer to your mobile device instructions to enable the
notifications in the background.

Q: What happens to the notifications if my app is
disconnected from my smart transmitter?

A: If the app is disconnected from your smart
transmitter, but you have been wearing your smart
transmitter over your sensor, the alerts received
during that time will be sent to the app once it is
reconnected and synced with the smart transmitter.

Q: How can | sort the notifications on the ALERT
HISTORY screen?

A: The ALERT HISTORY screen has a sort filter
at the top. You can sort based on the severity levels
(vellow and blue), and alert type. Tap the desired sort
filter icon.

Q: How do I silence glucose alerts?

A: Glucose Alerts can be silenced by confirming the alert
on your mobile device and taking the appropriate
action if necessary.

Glucose Readings

Q. Why is my sensor reading different from my blood
glucose meter reading?

A: The Eversense E3 CGM System measures glucose
in interstitial fluid (ISF) between the body’s cells.
Physiologic differences between ISF and blood
from a fingerstick may result in differences in
glucose measurements. These differences are
especially evident during times of rapid change in
blood glucose (e.g., after eating, dosing insulin, or
exercising), and for some people, during the first
several days after insertion due to inflammation that
may result from the insertion procedure. On average,
glucose levels in ISF lag behind glucose levels in
blood by several minutes. Until you are aware of
what these differences are, confirm sensor readings
with a fingerstick blood glucose check. Also, if your
symptoms do not match the sensor glucose readings,
you should confirm with a fingerstick blood glucose
check.
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Q: | am getting “-- -- --” in place of sensor glucose

readings on the app.

- You may not get any sensor glucose readings

when there is no connection between your smart
transmitter and your sensor or smart transmitter and
mobile device.

You may also not get any readings when one of the
alerts below is activated:
* No sensor detected.

* Qut of Range High or Out of Range Low Glucose
Sensor reading.

* Low Sensor Temperature.
* High Ambient Light.

* Sensor Check.

* High Smart Transmitter Temperature.
* High Sensor Temperature.
° Empty Battery.

* Calibration Past Due.

* New Sensor Detected.

* Sensor Replacement.

* Calibration Expired.

* Smart Transmitter Error.
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* Transmitter Replacement Alert
* Sensor Suspend Alert.

Please follow the instructions provided in the
notification message to clear the Alert.



Making Treatment Decisions Q: When should I do a fingerstick test with a blood

?
Q: What information should be considered before | glucose meter?

make a treatment decision? A: You should perform a blood glucose test on a meter:
A: Before making a treatment decision, you should * When it is time to calibrate.

take into account the sensor glucose value, the * No glucose value is displayed.

trend graph, the trend arrow and any alerts from * No trend arrow is displayed.

the Eversense E3 CGM System. If no trend arrow is
displayed, the system does not have enough data to
display direction and rate of change. You should not
make a treatment decision based solely on the sensor
glucose value.

* Your symptoms do not match the glucose
information displayed.

* The current sensor glucose value is displayed in
grey.

* The status bar is displayed in orange.

* You are taking medications of the tetracycline class.
Q: Why is my glucose value grey?
A: When the system does not have enough data to
provide a trend arrow, the sensor glucose value
may be displayed in grey. You should not make
a treatment decision based solely on the sensor
glucose value.
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Trend Arrows
Q: My trend arrows and glucose alerts do not match.

A: Trend arrows indicate the rate and direction of
change in glucose levels. For example, you may have
a trend arrow that points up or down (indicating slow
or rapid changes). Glucose alerts notify you when
your current glucose level reaches the alert level you
set, regardless of the rate or direction of change.

Q: My trend arrow is missing.

A: The CGM System uses the last 20 minutes of
continuous glucose data for calculating and
displaying the trend arrow. When there are not
enough sensor values available for the calculation,
the arrow is not displayed. You should not make
treatment decisions unless you see a glucose value, a
trend arrow, and consider recent trends and alerts.

216 Eversense E3 CGM User Guide

App
Q: What will happen if | re-install the app?

A: Upon re-installing the app, the app will download
historical data only from the last 3 days.

Q: What version of the app is installed on my mobile
device?

A: You can find the app software version by tapping
Menu > About > Product Information.

Q: How will my app be updated?

A: Follow the process of keeping your mobile app up
to date via the Apple App Store or the Google Play
Store.

Q: What devices are compatible with the Eversense
App?

A: Visit www.eversensediabetes.com for a list of
compatible devices.



Q: Can | delete my Eversense account?

A: If you delete your account, it is permanent, and you
will no longer have access to your CGM data on the
Eversense Mobile App, or in your Eversense DMS
account. If you are using the Eversense NOW Mobile
app, you will no longer be able to remotely view
Eversense CGM data. You cannot use the same email
address to create a new account. To initiate account
deletion, tap Delete Account on the log in page.

Q: Can I still use the same smart transmitter if | switch
to a new mobile device?

A: You will need to install the app on your new mobile
device and pair it with your smart transmitter. The
last 3 days of historical data will be synced to the app
on the new mobile device.

Q: What is the Do Not Disturb option?

A: When Do Not Disturb is enabled in the Eversense
App Settings, the mobile app will stop displaying
non-critical alerts. The smart transmitter will also
stop providing vibratory alerts for non-critical alerts.
Critical alerts will still be provided by the smart
transmitter and the mobile app.

Note that the Do Not Disturb feature on your
smartphone overrides the Do Not Disturb option in
the app. So if the Do Not Disturb feature on your
smartphone is turned on, you will not receive the
alerts on the smart transmitter or in the app.
However with certain phone operating systems

you can enable Low Glucose Alerts to override

your phone sound setting. See Sound Settings for
more information. Be aware that some apps may
automatically enable Do Not Disturb on your phone.

Q: Why does my status bar say “syncing”?

A: “Syncing” will appear in the status bar when the app
on your mobile device is connecting to your smart
transmitter.

Q: My Glucose Settings and Temp Profile Settings are
grayed out and | cannot adjust them.

A: Your app must be paired to a smart transmitter to be

able to adjust your Glucose and Temp Profile settings.

Q: Can | edit a manual BG entry event?

A: Manual BG entries and calibration entries cannot be
edited.
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Q: If T hide an event, can I restore later?

A: Event entries that have been hidden cannot be
restored.

Q: What repeat intervals can | set for High and Low
Glucose?

A: For High Glucose, the repeat interval can be 15 to
180 minutes, in 15-minute increments. For Low
Glucose, the repeat interval can be 5 to 30 minutes
in 5-minute increments.

218 Eversense E3 CGM User Guide

Sensor
Q: Can the sensor be inserted in another body part
besides my upper arm?

A: The Eversense E3 CGM System was only tested in
the upper arm during clinical studies, and the sensor
should not be inserted in other locations.

Q: When do I need to replace my sensor?

A: Your sensor lasts up to 180 days. You will receive
periodic notices (60, 30, 14, 7, 3, and 1 day prior) to
remind you when the sensor needs to be replaced.
Contact your health care provider to schedule a
sensor replacement.

Q: Can | extend the life of the sensor?

A: The sensor will no longer provide glucose readings
after its wear time has expired.

Q: Where can | find the sensor serial number?

A: You can view the sensor serial number by tapping
Menu > About > My Sensor.



Q: I have just linked a sensor and smart transmitter for

the first time, but the insertion date and/or time do
not show when | tap About > My Sensor.

- It may take up to 10 minutes for the linking process
to complete. Be sure the smart transmitter is on top
of the sensor. Confirm the LINKED SENSOR
screen shows a check mark for Linking Process
Complete. Navigate to the MY GLUCOSE
screen and wait about 2 minutes. Return to the
MY SENSOR screen.

If the correct insertion date and time are still not
displayed, follow these steps:

—_

. Remove the smart transmitter from the insertion
site. Connect it with the charging cable and power
supply. Plug the power supply into the wall outlet
and then unplug it and disconnect it from charging
cable.

2. Replace smart transmitter over sensor. Navigate
to About > My Sensor and confirm correct
insertion date and time. If problem persists,
contact Customer Support.

Q: Why do | see a “New Sensor Detected”
notification?

A: This message appears when your smart transmitter
detects a new sensor so you may link the smart
transmitter and sensor. The smart transmitter can
only be linked to one sensor at a time. If you see
a New Sensor Detected message and you
already have a sensor inserted and linked to your
smart transmitter, tap Not Now. If unsure, contact
Customer Support for more information.

Q: Why did my CGM System re-enter Initialization
Phase?

A: You will re-enter Initialization Phase for any one of
the following reasons:
* Calibration period has expired without you having
entered a fingerstick test value.
* 3 or more blood glucose readings are significantly

different than the current sensor glucose readings.

* Your smart transmitter has not been charged
within 16 hours of the empty battery alert.
* |f you manually change the time on your mobile
device your smart transmitter will sync and
reinitialize to your mobile device.
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* A new transmitter has been linked to your existing
sensor. For example, if you have replaced your
existing transmitter.

* |f you were instructed by Customer Support to
re-link your sensor.

Q: Is it okay for an MRI technician to wear the
Eversense E3 CGM System?

A: Yes, MRI technicians can wear the Eversense E3 CGM
System. However, for people undergoing an MRI with
a static magnetic field of 1.5T or 3.0T, the sensor can
stay in place under the skin, but the smart transmitter
must be removed and left outside the room. See MR/
Safety Information for more details.
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Events

Q: How can | sort my events on the EVENT LOG
screen?

A:The EVENT LOG screen has a sort filter at the
top of the screen. Tap the desired sort filter icon to
include and exclude events from the list. The default
sort option is to show ALL events.

Sync
Q: Why do | sometimes see a blue and white progress
bar across the top of my screen?
A: You will see this syncing progress bar for several
reasons:
* Your smart transmitter was out of range of your
sensor for a while and it is re-syncing.
* You closed the Eversense App completely and
re-launched it.
* Your mobile device lost battery power and was
recharged.



Shortcuts

Q: Is there a way to select a date to view on the
MY GLUCOSE screen, instead of scrolling
backwards?

A: Yes, tap the “Today” bar right above the graph.
A pop-up will appear for you to select the desired
date to be displayed on the graph.

Q: If ’'m viewing a date/time in the past on the
MY GLUCOSE screen, is there a short cut back
to the current date and time?

A: Yes, tap the glucose value/trend arrow to return to
the current date/time on the MY GLUCOSE
screen.

Q: Is there a shortcut to the ALERT HISTORY
screen?
A: If your smart transmitter is connected to the app,

you can tap the status bar at the top of the screen to
display the ALERT HISTORY screen.

Q: Is there a shortcut to the CONNECT screen?

A: If your smart transmitter is disconnected from the
app, when you tap the status bar at the top of the
screen, the CONNECT screen is displayed.

Q: Is there a shortcut to enter an event, like meals or
exercise?

A: From the MY GLUCOSE screen, tap on the graph
to display the EVENT ENTRY screen.
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9. Device Performance

This section lists Device Performance Characteristics.

Clinical Study Performance

The safety and effectiveness of the Eversense E3 CGM System has been evaluated in the PROMISE clinical study
conducted in the U.S. A modified sensor design, referred to in this document as the E3 sensor, as well as the primary
sensor, were included in the PROMISE study and evaluated using an updated algorithm, SW 605. Compared to the
Primary sensor (which was the original sensor used in the PROMISE study), the E3 sensor had a modified hydrogel
formulation (sacrificial boronic acid, SBA) intended to extend the in vivo functional life of the sensor. The formulation
change was not intended to affect the primary mechanism of action of the sensor (glucose binding or fluorescence).
Data from both sensors is included in the Device Performance section. Accuracy assessments were made at various
points during the study and subjects were asked to report any adverse events throughout the study. The Safety
section reflects all subjects (n=181) from the study. Sensors provided with the Eversense E3 CGM System include the
SBA design modification.

PROMISE Study

The PROMISE study was a multi-site, prospective, non-randomized pivotal clinical study. One hundred eighty-one
(181) adults (18 years and older) with type 1 or type 2 diabetes participated in the study across 8 sites in the U.S.
Ninety six (96) subjects had two sensors inserted, one in each arm. Forty three (43) of the secondary sensors were
SBA sensors. Participants interacted with the system to calibrate and address notifications not related to glucose data.
All diabetes care decisions were based on blood glucose values and clinical standard of care. Accuracy was measured
during day-long clinic visits. These visits occurred on Days 1, 7 or 14, 22, 30, 60, 90, 120, 150, and 180. At each visit,
sensor accuracy was evaluated relative to a standard laboratory analyzer known as the YSI. Glucose readings were
compared at the same moment in time between the reference analyzer and the continuous device. A safety follow-up
visit occurred ten days after the sensor was removed.
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Table 1- Accuracy to YSI in PROMISE*

Percent of CGM System Readings Within MARD
YSI Glucose NIcr)rtnEIer Percent Percent Percent Percent
. 15/15% 20/20% 30/30% 40/40%
Range of Paired
(mg/dL) CGM and & of o &
Reference | Reference | Reference | Reference
YSI Values
Primary | Overall 50,394 84.3 92.3 97.7 99. 9.5%
Sensor
E3 Overall 12,154 86.0 93.6 98.3 99.5 8.7%
Sensor

*Glucose values between 40 and 400 mg/dL.
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Accuracy to YSI in PROMISE Study

Accuracy was measured by comparing the CGM glucose values to YSI blood glucose values. For blood glucose values
less than or equal to 80 mg/dL, the mean absolute difference between the two results was calculated. For values
greater than 80 mg/dL, the mean absolute relative difference was calculated.

Primary Sensor
Table 2a - Primary Sensor Accuracy to YSI in PROMISE Study

YSI Glucose Range Number of Paired Mean Absolute Relative
(mg/dL) CGM-YSI Difference (%)

Overall 50,394 95

< 40* 18 222
40 - 60* 2,289 9.8

61-80* 5,363 9.3

81-180 19,449 9.3
181-300 14,749 8.0
301-350 6,916 75
351- 400 1,528 8.4

>400 82 1.9

*For YSI < 80 mg/dL, the differences in mg/dL are included instead of percent difference (%).
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E3 Sensor

Table 2b - E3 Sensor Accuracy to YSI in PROMISE Study

YSI Glucose Range

Number of Paired

Mean Absolute Relative

(mg/dL) CGM-YSI Difference (%)

Overall 12,54 8.7

< 40* 0 -
40 - 60* 591 7.8

61-80* 1,221 7.8

81-180 5,149 8.8
181-300 3,320 75
301-350 1,467 6.9
351-400 376 6.8

> 400 30 79

*For YSI = 80 mg/dL, the differences in mg/dL are included instead of percent difference (%).
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Performance was also measured by calculating the percentage of sensor glucose readings within 15 mg/dL or 15%
of the YSI reference. These tables show the percent agreement at multiple levels, at different glucose ranges, and
at different days during the sensor wear. Results in the glucose ranges of 80 ma/dL or less reflect the percentage of
values within mg/dL, and results in the glucose ranges over 80 mg/dL reflect the percentage within reference. As
an example, CGM glucose values between 40 and 60 mg/dL were within 15 mg/dL of the reference value 88.4% and
90.3% of the time for the primary and E3 sensors, respectively.

Primary Sensor

Table 3a - Primary Sensor Percentage of Readings in Agreement Overall in the PROMISE Study

CGM

Percent of CGM System Readings Within

System Paired Percent Percent Percent Percent Percent
y CGM 15/15% 20/20% 30/30% 40/40% | > 40/40%
Glucose
Range and YSI of of of of of
9 Reference | Reference | Reference Reference | Reference | Reference
(mg/dL)
Overall 50,394 843 92.3 977 991 0.9
40-60 2,165 884 95.6 98.2 991 0.9
61-80 4,592 878 94.6 99.2 99.9 0.1
81-180 20,407 79.9 89.1 96.3 98.6 14
181-300 15,853 85.7 934 984 994 0.6
301-350 5,581 93.0 976 99.2 99.6 04
351-400 1,796 80.6 921 98.0 991 0.9
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E3 Sensor

Table 3b - E3 Sensor Percentage of Readings in Agreement Overall in the PROMISE Study

CGM

Percent of CGM System Readings Within

Svstem Paired Percent Percent Percent Percent Percent
y CGM 15/15% 20/20% 30/30% 40/40% | > 40/40%
Glucose
Range and YSI of of of of of
9 Reference | Reference | Reference Reference | Reference | Reference
(mg/dL)
Overall 12,154 86.0 93.6 98.3 99.5 0.5
40-60 575 90.3 95.] 98.6 99.5 0.5
61-80 1,135 88.8 943 98.7 99.8 0.2
81-180 5,217 83.9 92.7 984 99.7 0.3
181-300 3,468 854 935 975 99.0 1.0
301-350 1,214 93.2 96.5 99.3 99.7 0.3
351-400 545 84.8 94.3 99. 99.6 0.4
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Performance was evaluated at various points during the study. Tables 4a and 4b show both overall and point-in-time
results on various days during sensor wear.

Primary Sensor

Table 4a - Primary Sensor Accuracy over Time in the PROMISE Study

Percent of CGM System Readings Within
Number Al:]sialigte Percent Percent Percent Percent
Day . . 15/15% 20/20% 30/30% 40/40%
of Paired Relative
Number . of of of of
CGM-YSI | Difference
%) Reference | Reference | Reference | Reference
Overall 50,394 9.5 84.3 92.3 977 991
Day 1 5,583 11.0 80.0 88.9 96.5 98.3
Day 7 2,724 9.6 831 91.3 98.2 99.3
Day 30 6,477 8.5 87.0 94.6 99.0 99.7
Day 60 6,396 8.4 894 954 98.6 99.7
Day 90 6,114 8.9 84.9 925 98.4 99.5
Day 120 5,306 10.0 824 914 96.5 98.9
Day 150 4,524 1.3 80.2 89.0 95.7 979
Day 180 4,761 10.6 79.9 88.9 96.4 98.5
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E3 Sensor

Table 4b - E3 Sensor Accuracy over Time in the PROMISE Study

Mean

Percent of CGM System Readings Within

Number Absolute Percent Percent Percent Percent
Day . . 15/15% 20/20% 30/30% 40/40%
of Paired Relative
Number . of of of of
CGM-YSI | Difference
%) Reference | Reference | Reference | Reference
Overall 12,154 8.7 86.0 93.6 98.3 99.5
Day 1 1,203 1.2 78.6 874 96.5 99.3
Day 7 792 10.0 81.9 88.0 94.7 98.5
Day 30 1,538 8.2 87.6 94.6 976 984
Day 60 1,370 8.9 85.5 935 98.5 99.7
Day 90 1,423 75 904 95.6 98.8 99.8
Day 120 1,203 8.4 87.7 95.1 99.2 100.0
Day 150 1,315 9.2 81.8 929 99.4 100.0
Day 180 1,470 74 90.7 96.5 99.0 99.6
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Alert Performance

The tables in this section show an alert performance assessment. The Confirmed Event Detection Rate shows the
percentage of time the CGM System confirmed the reference value by presenting an alert within a 15 minute window
of a reference value beyond the alert setting threshold. The Missed Detection Rate shows the percentage of time

the CGM System did not present an alert within a 15 minute window of a reference value beyond the alert setting
threshold. The True Alert Rate shows the percentage of time the alert from the CGM system was confirmed by a
reference value within a 15 minute window of the alert being presented. The False Alert Rate shows the percentage
of time the alert from the CGM system was not confirmed by a reference value within a 15 minute window of the alert
being presented.

Primary Sensor

Table 5a - Primary Sensor High and Low Glucose Alert Performance (Threshold and Predictive) in the

PROMISE Study
. Confirmed .
Alert Setting Event Detection Missed True Alert | False Alert
(mg/dL) Rate Detection Rate Rate Rate

60 81% 19% 70% 30%
Low 70 88% 12% 89% 11%
Alert 80 94% 6% 92% 8%
90 95% 5% 91% 9%
120 99% 1% 96% 4%
140 99% 1% 96% 4%
High 180 98% 2% 95% 5%
Al'grt 200 98% 2% 94% 6%
220 97% 3% 93% 7%
240 96% 4% 93% 7%
300 88% 12% 88% 12%
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E3 Sensor

Table 5b - E3 Sensor High and Low Glucose Alert Performance (Threshold and Predictive) in the

PROMISE Study
. Confirmed .
Alert Setting Event Detection Missed True Alert | False Alert
(mg/dL) Rate Detection Rate Rate Rate
60 88% 12% 77% 23%
Low 70 91% 9% 88% 12%
Alert 80 96% 4% 90% 10%
90 98% 2% 91% 9%
120 99% 1% 97% 3%
140 99% 1% 95% 5%
High 180 99% 1% 94% 6%
'9 200 98% 2% 94% 6%
Alert
220 98% 2% 93% 7%
240 98% 2% 92% 8%
300 92% 8% 87% 13%
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Rate of Change Trend Agreement

The shaded areas in Tables 6a and 6b show agreement between the CGM glucose trends and the YSI reference trends
while glucose is trending at different rates (mg/dL per minute). As an example, when glucose is trending at a rate of
between -1and 1 mg/dL/minute, CGM glucose trends are in agreement with the reference trends 90% of the time for

both the primary sensor and the E3 sensor.

Primary Sensor
Table 6a - Primary Sensor Rate of Change Trend Agreement in the PROMISE Study

Reference Rate of Change (mg/dL/min)
Percent of Matched Pairs in Each Reference
Trend Range for Each CGM ROC Range
<§$7d3?:ﬂ> <-2 [-2,-) | [-1,1] a, 21 >2 Total
<-2 16% 40% 44% 1% 0% 870
[-2,-1) 3% 29% 67% 1% 0% 3,281
[-1,1] 0% 4% 90% 5% 1% 35,849
1,2 0% 1% 54% 36% 9% 3,482
>2 0% 0% 29% 37% 33% 1,734
45,216
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E3 Sensor

Table 6b - E3 Sensor Rate of Change Trend Agreement in the PROMISE Study

Reference Rate of Change (mg/dL/min)
Percent of Matched Pairs in Each Reference
Trend Range for Each CGM ROC Range

(ri‘;;"dz;‘:‘ii) <-2 [-2,-1) | [-1,1] a, 21 >2 Total
<2 2% 37% 40% 0% 0% 161

[-2,) 4% 36% 60% 19 0% 813

4,17 0% 2% 90% 2% 19 8,801

(1,2] 0% 19 46% 13% 11% 894

52 0% 0% 25% 39% 36% 340

11,009
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Calibration Stability Agreement

Tables 7a and 7b compare the percentage of sensor glucose values to the YSI reference at various time points after a
calibration entry. As an example, in tables 7a and 7b, 84.6% of the primary sensor values and 88.0% of the E3 sensor
values were within 15 mg/dL (for reference readings of 80 mg/dL or less), and within 15% (for reference readings over

80 my/dL) of the reference value 8 to 10 hours after a calibration entry.

Primary Sensor

Table 7a - Primary Sensor Calibration Stability Agreement in the PROMISE Study

Percent of CGM System Readings Within
; Percent Percent Percent Percent Percent

Ir'g‘nf ;"fuprgi";; 15/15% | 20/20% @ 30/30% | 40/40% > 40/40%
Calibration | CGM-YSI e o & B B

Reference | Reference | Reference | Reference | Reference
(0, 2) Hours 9,430 87.7 94 98.3 99.4 0.6
[2, 4) Hours 6,824 84.8 92.3 97.7 98.9 11
[4, 6) Hours 5,342 85.2 92.9 98.1 991 0.9
[6, 8) Hours 4,208 84.9 92.7 98.2 99.6 04
[8,10) Hours 3,152 84.6 92.9 98.0 99.4 0.6
[10,12) Hours 3,551 82.4 91.4 976 98.9 11
[12,14) Hours 3,442 81.2 904 971 98.6 14
[14,16) Hours 3,254 79.7 89.4 96.8 99.0 1.0
[16,18) Hours 2,839 81.7 90.8 975 99.2 0.8
[18, 20) Hours 2,511 83.7 92.4 97.7 99.3 0.7
[20, 22) Hours 2,539 83.7 9211 97.2 991 0.9
[22, 24) Hours 2,618 8311 91.7 96.2 98.8 1.2
[24, 26) Hours 666 85.1 92.8 97.7 991 0.9
[26, 28) Hours 17 88.2 100.0 100.0 100.0 0.0

234 Eversense E3 CGM User Guide



E3 Sensor

Table 7b - E3 Sensor Calibration Stability Agreement in the PROMISE Study

Percent of CGM System Readings Within

. Percent Percent Percent Percent Percent

Ir'g‘lﬁ o':up'gi'?g; 15/15%  20/20% @ 30/30% | 40/40% | > 40/40%
Calibration CGM-YSI of of of of of

Reference | Reference | Reference | Reference | Reference
(0, 2) Hours 2,285 88.5 94.3 98.7 99.9 0.
[2, 4) Hours 1,489 85.9 93.7 97.8 99.3 0.7
[4, 6) Hours 1,012 82.9 91.6 974 9911 0.9
[6, 8) Hours 775 81.3 88.0 96.0 99.2 0.8
[8,10) Hours 749 88.0 9311 98.5 99.3 0.7
[10, 12) Hours 964 85.2 92.8 971 99.5 0.5
[12,14) Hours 831 87.0 951 98.7 98.8 1.2
[14,16) Hours 81 84.3 935 98.8 99.3 0.7
(16, 18) Hours 779 86.8 941 99.0 99.2 0.8
[18, 20) Hours 704 89.8 95.7 98.9 100.0 0.0
[20, 22) Hours 791 82.7 94.7 99.0 99.9 0.
[22, 24) Hours 774 86.4 96.3 99.9 100.0 0.0
[24, 26) Hours 185 88.6 94.6 98.9 100.0 0.0
[26, 28) Hours 5 80.0 80.0 100.0 100.0 0.0
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Sensor Life

Sensor life measured the percentage of sensors being able to function through the intended 180 day duration. In the
PROMISE study, 95% of E3 sensors functioned through the 180 day period. Of the primary sensors, 70% functioned
through the 180 day period.
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Safety

The PROMISE study lasted for 180 days, and the number of related adverse events was recorded. The system was
well tolerated in the study. During the study's 31,373 sensor wear days, there were no unanticipated adverse events.
Fifty-nine adverse events were reported in 37 participants. None of the adverse events resulted in hospitalization.

Table 8 - Adverse Events (All Subjects, n =181)

Number of Events

Number of Subjects
(% of Subjects)

Event Type 59 37 (20.4)

Skin irritation, adhesive patch location or

insertion site (including erythema, pruritus, 16 1(6.1)
rash, contact dermatitis, seroma)

Skin atrophy 4 4(2.2)
Hypopigmentation 4 30.7)
Infection (procedure related) 2 2(1n
Infection (not procedure related) 1 1(0.6)
Bruising 19 1(6.1)
Bleeding 3 3(1.7)
Pain 7 6(3.3)
Arm Numbness 1 1(0.6)
Tremor 1 1(0.6)
Adhesive Skin Closure Strips did not hold 1 1(0.6)
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20.Technical Specifications

Sensor

Characteristic Description

Dimensions Length: 18.3 mm
Diameter: 3.5 mm

Materials Homopolymer polymethylmethacrylate (PMMA), Hydroxyethylmethacrylate
(HEMA) based Hydrogel, Platinum, Silicone, Dexamethasone Acetate, epoxy 301-2

Glucose Range 40 - 400 mg/dL

Sensor Life Up to 180 days

Calibration Commercially available self-monitoring blood glucose meter

Calibration Range 40 - 400 mg/dL

Sterilization Sterile by Ethylene Oxide
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Smart Transmitter

Characteristic Description
Dimensions Length: 48.0 mm
Width: 37.6 mm
Thickness: 8.8 mm
Materials Body: polycarbonate
Weight .39
Power Supply Rechargeable lithium polymer batteries (not replaceable)
Operational Conditions 5-40°C(41-104 °F)
Operational Life 12 months
Storage Conditions 0-35°C(32-95°F)
Moisture Protection IP67: submerged up to 1 meter of water for up to 30 minutes

Protection Against Electrical Shock Type BF applied part

Charge time using AC adapter 15 minutes to fully charge

Communication Distance Between app and smart transmitter is up to 24.9 feet

Wireless communication to the app will not function well when
communicating through water. The range will decrease if you areina
bathtub, water bed, pool, etc.

Cabin Pressure 700 hPa to 1060 hPa

Relative Humidity Range 15% to 90%
(non-condensing)

Altitude 10,000 ft
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Power Supply and Charger

Characteristic Description

Class Il

Input AC Input, 100-240Vac, 50/60Hx, 0.3-0.15A
DC Output 5V DG, 1A (5.0 watts)

Moisture Protection P22

(charging cradle)

USB Cable* for Charging and Downloading

Characteristic Description
Input/Output 5V DG, 1A

Type USB-A to USB micro-B
Length 36 inches (91cm)

*|f misused, the USB cable can pose a strangulation risk. The USB cable can be connected to the power supply/charger
and charged using an AC power outlet. To isolate the system, unplug the charger/power supply from the outlet. If you
charge the smart transmitter using a USB port on your personal computer, ensure the personal computer complies
the IEC 60950-1 (or equivalent) safety standard.
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Electrical and Safety Standards

Guidance and Manufacturer’s Declaration - Electromagnetic Imnmunity

The transmitter is intended for use in the electromagnetic environment specified in the next table. The customer or
the user of the transmitter should ensure that it is used in such an environment.

Transmitter Electromagnetic Immunity Specifications

. . Transmitter Electromagnetic
Immunity Immunity . .
Compliance Environment
Test Test .
Level Guidance
Electrostatic Discharge Floors should be wood, concrete
(ESD) IEC 61000-4-2 +8 kV Contact +8 kV Contact or ceramic tile. If floors are covered
+15kV Air +15kV Air with synthetic material, the relative
humidity should be at least 30%.
Power Frequency Power frequency magnetic fields
(TIOVAC/60Hz, should be at levels characteristic
230VAC/50 Hz) 30 A/m 30 A/m of a typical location in a typical
Magnetic Field IEC commercial or hospital environment.
61000-4-8
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Electrical and Safety Standards (continued)

The Eversense E3 CGM System is intended to be used in the electromagnetic environment detailed in the table below.
Users of the System should ensure it is used according to these specifications.

System Electromagnetic Immunity Specifications

Immunity IEC 60601 Transrr_utter Electr.omagnetlc
Compliance Environment
Test Test Level .
Level Guidance
Conducted RF =3Vrms 3Vrms Interference may occur in the vicinity
IEC 61000-4-6 (150 kHz to 80 MHz) of equipment marked with following
(Smartphone only symbol: ()
(Receiving Device))
Radiated RF =10 V/m at 3Vrms
IEC 61000-4-3 80 MHz to 2700 MHz
(AM Modulation)

Note 1: At 80 MHz and 800 MHz, the higher frequency range applies.

Note 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from structures,

objects and people.

a. Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios, amateur radio, AM
and FM radio broadcast, and TV broadcast cannot be predicted theoretically with accuracy. To assess the electromagnetic environment due to
fixed RF transmitters, an electromagnetic site survey should be considered. If the measured field strength in the location in which the Eversense
E3 CGM System is used exceeds the applicable RF compliance level above, the Eversense E3 CGM System should be observed to verify normal
operation. If abnormal performance is observed, additional measures may be necessary, such as reorienting or relocating the Eversense E3 CGM
System.

b. Qver the frequency range 150 kHz to 80 MHz, field strengths should be less than 10 V/m.
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Electrical and Safety Standards (continued)

Guidance and Manufacturer’s Declaration - Electromagnetic Emissions

The Eversense E3 CGM Mobile System is intended for use in the electromagnetic environment specified in the next
table. The customer or the user of the System should ensure that it is used in such an environment.

Emissions . Electromagnetic Environment
Compliance .
Test Guidance
RF Emissions The Eversense E3 CGM System uses RF energy only for its
CISPR 11 internal function. Therefore, its RF emissions are very low and
Group 1 . . ) .
are not likely to cause any interference in nearby electronic
equipment.
RF Emissions The Eversense E3 CGM System is suitable for use in all
CISPRM establishments including domestic and those directly
Class B )
connected to the public low-voltage power supply network that
supplies buildings used for domestic purposes.

Recommended Separation Distances Between Other Portable/Mobile RF Communications Equipment
and the Smartphone (Receiving Device)

Follow the smartphone (or other receiving device) manufacturer’s instructions for separation distances. The
customer or the user of the smartphone (or other receiving device) can help prevent electromagnetic interference by
maintaining a minimum distance between other portable/mobile RF communications equipment (transmitters) and
the smartphone of at least 30 cm (about 12 inches). Portable/mobile RF equipment include: baby monitors, Bluetooth
wireless headsets, wireless routers, microwave ovens, laptops with internal Wi-Fi adapters, GSM cell phones, RFID
scanners and hand-held security metal detector often used by security screeners.
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Symbols on the Eversense CGM Mobile App

Symbol

Explanation

Glucose Alert
Appears when the glucose is above the high glucose alert range and below the low glucose alert
range. The icon appears in the ALERT HISTORY screen.

Predicted Low or Rate Falling Alert
Indicates a Rate Falling or Predicted Low Alert occurred. The icon appears in the ALERT
HISTORY screen and on the home screen trend line.

Predicted High or Rate Rising Alert
Indicates a Rate Rising or Predicted High Alert occurred. The icon appears in the ALERT
HISTORY screen and on the home screen trend line.

Empty Battery Alert
Appears when the smart transmitter battery is empty.

Low Battery Alert
Appears when the smart transmitter battery is less than 10% charged.

Smart Transmitter/Sensor Alert
The icon appears in the ALERT HISTORY screen.

Smart Transmitter/Sensor Notifications
Appears when there are notifications related to the smart transmitter or sensor.

Calibration Alert
Appears when there are calibration-related alerts.

*JON  HONCHCNOMOMNS

Calibration Notification
Appears in ALERT HISTORY when there are calibration-related notifications. The icon also
appears on the My Glucose trend line and Event Log when a manual BG entry is logged.
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Symbols on the Eversense CGM Mobile App (continued)

Symbol

Explanation

Calibration Accepted
Appears on the glucose trend line and EVENT LOG when a calibration is entered and accepted.

Calibration in Progress
Appears on the glucose trend line and the Event Log during the ~15 minutes while a calibration is in
progress. The icon will turn either red, black or blue when calibration is no longer in progress.

Calibration Incomplete

Appears on the glucose trend line and the Event log when not enough data is not collected to
complete the calibration. For example, when the transmitter is removed from over the sensor
during the ~15 minute calibration period.

Calibration Cannot be Used

Appears on the glucose trend line and the Event Log when a calibration has been entered that
cannot be used. For example, the value entered is less than 40 mg/dL or more than 400 mg/dL.
In this case, the calibration value is stored as a manual BG entry.

System Connection Successful
Appears when the smart transmitter is connected to the smartphone and the sensor is linked to the
smart transmitter. The bars indicate the strength of the connection.

Transmitter and Sensor Connection
Appears before a transmitter is linked to a sensor and when the connection between a transmitter
and sensor is interrupted.

Transmitter and Mobile App Connection
Appears when the BLE connection between the transmitter and mobile app is interrupted.
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Symbols on the Eversense CGM Mobile App (continued)

Symbol

Explanation

R

Multiple Alerts (more than one alert or event)
Appears when there are two or more alerts or events in a short interval.

%

Event Icons
Appear on the glucose trend line and in the EVENT LOG after an event is entered.
The events that can be entered are:

o Glucose o Insulin 9 Exercise
0 Meals 0 Health

0

Temp Profile
Appears when the Temp Profile is active.

Do Not Disturb (DND)
Appears when the DND setting is active.
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Symbols on Packaging and Devices

Symbol

Explanation

Symbol

Explanation

[13]

Consult accompanying documents

[sN]

Serial number

Caution, consult accompanying
documents

A\

Type BF Applied Part

Use by

(®)

Non-ionizing electromagnetic
radiation

Manufacturer

Date of manufacture

Not made with natural rubber latex

A
=z
e
]
s

Storage temperature limits

FCCID

FCCID is assigned to all devices
subject to certification

-
|

[0

Lot number

Non-sterile

¥

Universal Serial Bus (USB)

Magnetic Resonance Imaging (MRI)
procedures are contraindicated for
the smart transmitter

Part number

> @ P>

No known hazards for leaving the
sensor inserted in use with MR
with a static magnetic field of 1.5T
or3.0T
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Symbols on Packaging and Devices (continued)

Symbol

Explanation

Symbol

Explanation

European Union WEEE Directive
2012/19/EU

Follow instructions for use

Single use only

Distributor

Do not re-sterilize

Do not use if package is damaged

!@@@M

TERILE

Sterilized using Ethylene Oxide

STERILE[EO]

Single sterile barrier: Sterilized
using Ethylene Oxide

e

only

U.S. (Federal) law restricts the sale
of the Eversense E3 CGM System
to sale by or on the order of a
physician
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Eversense E3 Smart Transmitter Limited Warranty

1. Coverage and duration of limited warranty.

Senseonics, Incorporated (“Senseonics”) warrants to the original patient end user (“you”) of the Eversense E3

Smart Transmitter (the “Smart Transmitter”) that the Smart Transmitter shall be free from defects in material

and workmanship under normal use for a period of one year (365 days) commencing on the date that you first
received the Smart Transmitter from your health care provider (“Limited Warranty Period”). This warranty gives

you specific legal rights, and you may also have other rights which vary from jurisdiction to jurisdiction. This limited
warranty is made on the condition that you provide Senseonics with written notice of any defects in material and/or
workmanship immediately upon discovery, and provided that Senseonics determines that your claim is due to defects
in original material and/or workmanship. If Senseonics provides you with a replacement Smart Transmitter pursuant
to the terms of this limited warranty, any remaining warranty on the original Smart Transmitter will transfer to the
replacement Smart Transmitter, the warranty period for the replacement Smart Transmitter shall end on the one year
anniversary of the date that you first received the Smart Transmitter from your health care provider, and this warranty
will be void with respect to the original Smart Transmitter.

2. Exclusions to the limited warranty.

The limited warranty applies only to the Smart Transmitter manufactured by Senseonics, and is conditioned upon
proper use of the product by you. The limited warranty does not cover a) cosmetic damage, scratching or other
damage to surfaces and exposed parts due to normal use; b) damage resulting from accident, neglect and other
negligence, misuse, unusual physical, electrical or electromechanical stress, or modification of any part of the product;
¢) equipment that has been altered to remove, alter or otherwise make illegible the ID number; d) malfunctions
resulting from use with products, accessories or peripheral equipment not furnished or approved in writing by
Senseonics; e)consumables (batteries), f) equipment that has been dissembled; and g) damage caused by improper
operation, testing, maintenance, installation or adjustment.

The Smart Transmitter is water-resistant to the specification listed in the User Guide. This limited warranty does not
cover water damage if the Smart Transmitter housing is cracked, or otherwise damaged. This limited warranty does
not apply to collateral services, equipment or software that may be used with the Smart Transmitter.
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3. Senseonics’ obligations under the limited warranty.

Your sole and exclusive remedy, and the sole and exclusive obligation of Senseonics under this limited warranty is
to repair or replace, at its sole discretion, without charge to you, any defective Smart Transmitter, provided that the
defect arises and a valid claim is received by Senseonics within the Limited Warranty Period. You must return the
defective Smart Transmitter to an authorized Senseonics Customer Service Department in an appropriate shipping
container that will adequately protect the Smart Transmitter from further damage, accompanied by your name and
address, the name and address of the health care provider from whom you obtained the Smart Transmitter, and the
date and the ID number of the Smart Transmitter. To find out where to send the Smart Transmitter, please visit our
website www.eversensediabetes.com. Upon receipt, if Senseonics determines that the Smart Transmitter is covered
by the limited warranty and that coverage is not excluded, Senseonics will promptly replace the Smart Transmitter.
If Senseonics determines that the Smart Transmitter is not covered by the limited warranty, you may purchase a
replacement or if you want the original Smart Transmitter returned, you must prepay all shipping charges.

A repaired or replacement Smart Transmitter assumes the remaining warranty of the original Smart Transmitter, or
[30] days from the date of replacement or repair, whichever is longer.

4. Limits of Senseonics’ obligations under the limited warranty.

THE LIMITED WARRANTY OF SENSEONICS DESCRIBED ABOVE IS EXCLUSIVE AND IN LIEU OF ALL OTHER
WARRANTIES, EXPRESS OR IMPLIED, EITHER IN FACT OR BY OPERATION OF LAW, STATUTORY OR OTHERWISE,
AND SENSEONICS EXPRESSLY EXCLUDES AND DISCLAIMS ALL SUCH OTHER WARRANTIES, INCLUDING WITHOUT
LIMITATION, ANY IMPLIED WARRANTY OR CONDITION OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE,
NON-INFRINGEMENT, SATISFACTORY QUALITY, NON-INTERFERENCE, ACCURACY OF INFORMATIONAL CONTENT, OR
ARISING FROM A COURSE OF DEALING, LAW, USAGE, OR TRADE PRACTICE. EXCEPT TO THE EXTENT PROHIBITED
BY APPLICABLE LAW, SENSEONICS SHALL NOT BE LIABLE FOR ANY SPECIAL, INCIDENTAL, CONSEQUENTIAL, OR
INDIRECT DAMAGES, HOWEVER CAUSED AND ON ANY THEORY OF LIABILITY, ARISING IN ANY WAY OUT OF THE
SALE, USE, MISUSE OR INABILITY TO USE THE SMART TRANSMITTERS OR ANY SENSEONICS EVERSENSE E3 SYSTEM.
THIS LIMITATION SHALL APPLY EVEN IF SENSEONICS OR ITS AGENT HAS BEEN ADVISED OF SUCH DAMAGES AND
NOTWITHSTANDING ANY FAILURE OF ESSENTIAL PURPOSE OF THIS LIMITED REMEDY. THIS LIMITED WARRANTY
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SHALL NOT EXTEND TO ANYONE OTHER THAN YOU, THE ORIGINAL END USER OF THIS PRODUCT AND IT STATES
YOUR EXCLUSIVE REMEDY. IF ANY PORTION OF THIS LIMITED WARRANTY IS ILLEGAL OR UNENFORCEABLE BY
REASON OF ANY LAW, TO THE EXTENT THAT SENSEONICS MAY NOT, AS A MATTER OF APPLICABLE LAW, DISCLAIM
ANY IMPLIED WARRANTY OR LIMIT ITS LIABILITIES, THE SCOPE AND DURATION OF SUCH WARRANTY AND THE
EXTENT OF LIABILITY OF SENSEONICS SHALL BE THE MINIMUM PERMITTED UNDER SUCH APPLICABLE LAW.
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Apple Legal Notice

“Made for iPod touch”, “Made for iPhone” and “Made for iPad” mean that an electronic accessory has been designed
to connect specifically to iPod touch, iPhone or iPad, respectively, and has been certified by the developer to meet
Apple performance standards. Apple is not responsible for the operation of this device or its compliance with safety
and regulatory standards. Please note that the use of this accessory with iPod touch, iPhone or iPad may affect
wireless performance.

Apple, iPad, iPhone, iPod, and iPod touch are trademarks of Apple Inc., registered in the U.S. and other countries.

Google Legal Notice
The “Android” name, the Android logo, and Google Play are trademarks of Google Inc.

About Bluetooth®

Bluetooth® is a type of wireless (RF) communication. Mobile devices like smartphones use Bluetooth® technology
as do many other devices. Your smart transmitter uses Bluetooth® Smart to pair with the mobile device and to send
results to the app.

Bluetooth® Trademark

The Bluetooth® word mark and logos are owned by the Bluetooth® SIG, Inc. and any use of such marks by
Senseonics, Inc. is under license.
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FCC Information

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

Changes or modifications not expressly approved by Senseonics, Inc., could void the user’s authority to operate the
equipment.

These guidelines help ensure that your smart transmitter will not affect the operation of other nearby electronic
devices. Additionally, other electronic devices should not affect the use of your smart transmitter.

With the exception of your mobile device, other electronic wireless devices that are in use nearby, such as a cell
phone, microwave or a wireless network, may prevent or delay the transmission of data from your smart transmitter
to the app. Moving away from or turning off these electronic devices may allow communication.

The smart transmitter has been tested and found to be appropriate for use at home. In most cases, it should not
interfere with other home electronic devices if used as instructed. However, this smart transmitter gives off RF energy.
If not used correctly, your smart transmitter may interfere with your TV, radio or other electronic devices that receive
or transmit RF signals.

If you experience smart transmitter interference problems, try moving away from the source of the interference. You
can also move the electronic device or its antenna to another location to solve the problem.

If you continue to experience interference, contact Customer Support for the manufacturer of the electronic device
causing the interference.
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