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INTRODUCTION

The DexCom™ STS™ Continuous Glucose Monitoring System
provides you with real time continuous glucose measurements ev-
ery 5 minutes for up to 3 days (72 hours). These readings will help
you detect trends and patterns in your glucose levels. The DexCom
STS System also features adjustable high and low glucose alerts

to notify you when you are outside of your target glucose levels.
The DexCom STS System consists of three components: the STS
Sensor, the STS Transmitter, and the STS Receiver. The DexCom
STS System is currently only compatible with the LifeScan One-
Touch® Ultra® Blood Glucose meter for calibration using a connec-
tion cable (Blood glucose values from the OneTouch Ultra Meter
or other blood glucose meters CANNOT be manually entered in
to the STS Receiver).

The DexCom STS Continuous Glucose Monitoring System is

a glucose monitoring device indicated for detecting trends and
tracking patterns in adults (age 18 and older) with diabetes. The
DexCom STS System is intended for use by patients at home and
in healthcare facilities. The device is for prescription use only.

The DexCom STS Continuous Glucose Monitoring System is in-
dicated for use as an adjunctive device to complement, not replace,
information obtained from standard home glucose monitoring
devices.

The DexCom STS Continuous Glucose Monitoring System aids
in the detection of episodes of hyperglycemia and hypoglycemia,
facilitating both acute and long-term therapy adjustments, which
may minimize these excursions. Interpretation of the DexCom
STS System results should be based on the trends and patterns

seen with several sequential readingglolystirEx. 1008 - 5/57 .



The STS™ Sensor is a disposable unit that you insert into your
abdomen (belly) to continuously monitor your glucose levels for
up to 3 days (72 hours). The STS Transmitter is a reusable device
that snaps into the STS Sensor Pod and wirelessly sends glucose
information measured by your STS Sensor to the STS Receiver.
The STS Receiver is a hand-held device that receives and displays
glucose information every 5 minutes sent by the STS Sensor/
Transmitter. The STS Receiver displays your current glucose value
and also shows your glucose trend information from the past
1-hour, 3 hours, and 9 hours. These trends allow you to see where
your glucose levels have been and which direction your glucose
levels are headed. The STS Receiver also vibrates and beeps to let

you know when your glucose levels are high or low.

Clinical Studies reported 21 adverse events in 16 of 91 sub-
jects Studied. These events consisted of 2 blisters, 2 reports of
edema(swelling) and 17 reports of erythema(redness). All events
were mild and required no treatment.

This User’s Guide describes how to use your DexCom STS System
from start to finish of a continuous glucose monitoring session.
Important safety information, warnings, cautions, and contraindi-
cations of the DexCom STS System are described in the next few
pages and throughout this guide. Be sure to read this entire User’s
Guide before beginning your glucose monitoring session.

READ THIS ENTIRE GUIDE BEFORE USING YOUR DEX-
COM™ STS™ CONTINUOUS GLUCOSE MONITORING
SYSTEM. IF YOU DO NOT UNDERSTAND SOMETHING
OR HAVE ANY QUESTIONS, PLEASE ASK YOUR DIA-
BETES MANAGEMENT TEAM OR ANOTHER HEALTH
CARE PROVIDER. CONTRAINDICATIONS, WARNINGS
PRECAUTIONS, AND OTHER IMPORTANT SAFETY IN-
FORMATION CAN BE FOUND IN THIS SECTION, AND
IN BOXES THROUGHOUT YOUR DEXCOM STS SYSTEM
USER’S GUIDE. THE TROUBLESHOOTING SECTION
(SECTION 8) CONTAINS IMPORTANT INFORMATION
ON TROUBLESHOOTING YOUR DEXCOM STS SYSTEM.

CONTRAINDICATIONS
e The DexCom™ STS System must be removed prior to Mag-
netic Resonance Imaging (MRI).
¢ Use of acetaminophen-containing medications when the STS
Sensor is inserted may affect the performance of the device.

WARNINGS AND PRECAUTIONS
WARNINGS

e This device is not designed to replace a blood glucose meter.
The DexCom™ STS System must be used with a blood glucose
meter.

* Treatment decisions should not be based solely on results from
the DexCom STS System. You must confirm with a blood
glucose meter before making therapeutic adjustments.

* Symptoms related to low or high blood glucose levels should
not be ignored. If you have symptoms of low or high glucose,
use your blood glucose meter to check the STS System results.
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* You should update the STS System’s calibration every 12 hours SECTION 1

at a minimum to ensure device performance. The performance
of the STS System when calibrated less frequently than the

recommendation to calibrate a minimum of every 12 hours has OVERVIEW OF THE DEXCOM™ STS™ SYSTEM

not been studied.

PRECAUTIONS

e Always wash hands with soap and water before opening the
STS Sensor package. After opening the package, avoid touch-
ing the adhesive area.

* Before inserting the STS Sensor, always clean the skin at the
STS Sensor insertion location with a topical antimicrobial so-
lution, such as isopropyl alcohol. Do not apply the STS Sensor
until the cleaned area is dry.

* Establish a rotation schedule for choosing each new STS Sen-
sor location. Avoid STS Sensor location that are constrained
by clothing, accessories, or subjected to rigorous movement
during exercise.

* Avoid injecting insulin within 3 inches of the STS Sensor or 3
inches from an insulin infusion set for pump wearers.

* The STS Sensor must be covered with a water resistant ban-
dage or tape prior to showering or bathing.

e The STS Sensor is sterile in its unopened, undamaged pack-
age. Do not use any STS Sensor if its sterile package have been
previously damaged or opened.

e 'The STS System has currently only been tested in adult per-
sons with type 1 and type 2 diabetes. The device has not been
tested in children, adolescents or pregnant women.

CAUTION

o U.S. federal law restricts the sale of the DexCom™ STS System
to sale by or on order of a physician.
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1.1 GLOSSARY

The following list of terms will help you while reading though this

guide.
BG value
BG Meter
Calibration
DexCom™ STS™
System

Glucose Trends

mg/dL

Blood Glucose value. A fingerstick blood
glucose value taken on your LifeScan One-
Touch Ultra Meter.

Blood Glucose Meter. Currently the only
meter compatible with the DexCom™
STS™ System is the OneTouch Ultra Meter.
Required for the DexCom STS System to
display continuous glucose data and trend
information. Performed by uploading One
Touch Ultra meter blood glucose values to
the STS Receiver. (Do not use alternate site
testing for calibration.)

The STS Sensor, STS Transmitter, and STS
Receiver.

Allows you to see the pattern of your glu-
cose levels; you can see where your glucose
levels have been and where your glucose
levels are headed. The DexCom STS
System has three (3) glucose trend screens:
the 1-Hour, 3-Hour, and 9-Hour Screens.
Each trend screen shows glucose trends
over the specified time.

Milligrams per deciliter. The standard

unit of measure for glucose readings in the
United States.

mmol/L

Glucose Data Gaps

Range

RF

Sensor Probe

SN #

Start-Up Period

STS™ Applicator

Millimoles per liter. The standard unit

of measure for glucose readings in many
countries outside the United States.

When the STS™ Receiver does not display
glucose values sent from the STS Sensor to
the STS Receiver.

The distance between the STS Receiver
and STS Transmitter. The 2 devices should
be kept within 5 feet (1.5 meters) from each
other for best communication.

Radio Frequency Transmission of the STS
Transmitter to the STS Receiver.

‘The portion of the STS Sensor that is
inserted under your skin using the STS
Applicator. Measures glucose levels in your
surrounding tissue fluid.

STS Transmitter serial number that is
programmed into your Receiver for com-
munication.

'The 2-hour period after you insert a new
STS Sensor (Glucose information cannot
be provided during this time).

A disposable piece of the STS Sensor that
you use to insert the Sensor Probe. There is
a needle inside the STS Applicator that you
remove once you have inserted the Sensor
Probe underneath your skin.
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STS™ Receiver-| A pager-like device programmed to collect
and process data from the STS Sensor and
to display the results as a glucose value
(mg/dL or mmol/L).
STS™ Sensor- A device inserted underneath the skin to
continuously monitor glucose levels.
STS™ Sensor Pod-| The small base adhered to your abdomen
that holds the STS Transmitter in place.
The STS Sensor Pod and STS Transmit-
ter are all that remain on your skin during
each STS Sensor wear period.
STS™ Transmitter-| Device that snaps into the STS Sensor Pod
and wirelessly sends glucose data to your
STS Receiver.
STS™ Transmitter-| The small disposable piece that snaps the
Latch | STS Transmitter into the STS Sensor Pod.
Upload-| To transfer BG values from the OneTouch
Ultra Meter to your STS Receiver. You
transfer BG values directly with the con-
nection cable.

1.2 STS™ SENSOR OVERVIEW

The DexCom™ STS Sensor is a device that continuously measures
your glucose levels. You will use a Blood Glucose(BG) meter to
calibrate the readings measured by the STS Sensor. The glucose
levels measured by the STS Sensor are sent by a wireless, low-pow-
ered, radio frequency (RF) to the STS Receiver every 5 minutes for
up to 3 days (72-hours).

The STS Sensor consists of an STS Applicator (needle/sensor hous-
ing), Sensor Probe and STS Sensor Pod. You will insert the Sensor
Probe just beneath the skin (subcutaneous tissue) of your abdomen
(belly) using a small needle inside the STS Applicator. The needle
is inserted about ¥2 inches (1.3 cm) beneath your skin and carries
the Sensor Probe with it. After you insert the needle and Sensor
Probe, you will pull the needle back into the STS Applicator, leav-
ing the Sensor Probe behind to continuously measure your glucose
levels. The STS Applicator is then removed from the STS Sensor
Pod and should be thrown away.

The Sensor Probe lies 2 inch underneath your skin and will con-
tinuously measure your glucose levels for up to 3 days. The STS
Sensor and STS Transmitter (once snapped in) are all that remain
on your body for the entire wear period. The insertion site looks
very similar to an insulin pump infusion site.

-
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1.3 STS™ TRANSMITTER OVERVIEW

The STS Transmitter wirelessly sends glucose information col-
lected by your STS Sensor to your STS Receiver. Once you insert
your STS Sensor, you will snap the STS Transmitter into the STS
Sensor Pod, using the STS Transmitter Latch. The STS Transmit-
ter can be used for multiple STS Sensor wear periods (for approxi-
mately 6 months).

As your STS Transmitter nears the end of its useful life, it may pe-
riodically loose communication with the STS Receiver even if they
are within 5 feet(1.5m) of each other. Once your STS Transmitter
battery has drained, you will need to replace it.

Your new STS Transmitter can easily be programmed to commu-
nicate with your DexCom STS System (see Section 7.2).

NOTE

No warning is given when your STS Transmitter battery is about
to die. Contact DexCom Technical Support at 1-877-DEXCOM4
(339-2664) to order a new STS Transmitter so you can continue
using your DexCom STS System.

Install STS Transmitter in STS Transmitter Installed Remove STS Transmitter Latch
STS Sensor Pod

STS Transmitter Latch l{ )
- v = i o

1.4 STS™ RECEIVER OVERVIEW

The STS Receiver is similar to a pager or an insulin pump and

communicates the glucose information measured by the STS Sen-
sor to you. Your STS Receiver should be kept within 5 feet (1.5 m)
of your STS Sensor Pod (with STS Transmitter) at all times for
best communication. The best places to keep your STS Receiver
are on your beltline in the carrying case provided or in the pocket
of your pants. During nighttime use you may want to place the
Receiver under your pillow.

The STS Receiver is rechargeable like a cell phone. The re-charge-
able battery should last for about 5 days before needing to be
charged; however the STS Receiver will alert you when the battery
charge is low. The STS Receiver takes 3 hours to fully charge if the
battery was completely drained. To charge the STS Receiver, plug
the charger cable provided into a standard wall outlet. If you are
currently wearing a STS Sensor, remember that you should stay
within 5 feet (1.5 m) of your STS Receiver to continue to receive
continuous glucose information.

The STS Receiver has 4 buttons to guide you through its screens.
The screens display Glucose values and Trend Graphs and allow
you to change your STS Receiver settings. You can program your
STS Receiver with a specific STS Transmitter Serial Number
(SN#) so your STS Receiver and STS Transmitter can “talk” to
each other. You will also notify your STS Receiver each time you
insert a new STS Sensor.

Each STS Sensor must be calibrated before glucose readings can
be displayed on your STS Receiver. To calibrate, you directly con-
nect your STS Receiver to the LifeScan OnéTouch Ultra Meter
using the connection cable. By connecting the 2 devices, you will
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transfer fingerstick blood glucose values taken on your OneTouch 1.4.1 STS™ RECEIVER SCREEN SYMBOLS
Ulera Meter to your STS Receiver. Please note, BG values from the
OnéTouch Ultra Meter or other blood glucose meters CANNOT

be manually entered into your STS Receiver, and you should not The following symbols may appear on the STS Receiver display

. : during use:
use alternate site testing to check your blood glucose. &
ANTENNA: Indicates the STS Receiver
STS™ Receiver Green UP A Red C and STS Transmitter are “talking” and
Display Screen OK Button Arrow Button Clear Button T glucose data has been sent in the last 5

minutes.

LOW BATTERY ALERT: Indicates the
STS Receiver battery is running low and
(O needs to be recharged. Charging should

be done as soon as possible.

CONNECTION: Indicates the BGM
@ < is successfully transferring BG values to
your STS Receiver.

CONNECTION FAILURE: Indicates
the BGM and your STS Receiver are not
L connected properly. BG values have not
been successfully transferred.

Connection port to OneTouch DOWN V¥ NEW METER SCREEN: Indicates that

meter and battery charger Arrow Button a new meter has been plugged into the
STS Receiver. This meter has a differ-
ent serial number from the presently

registered meter. You will have to re-take
any fingersticks needed for calibration
and then connect the 2 devices again for
a calibration update.
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DUAL BLOOD DROP PROMPT:
Appears approximately 2 hours after you
insert a new STS™ Sensor and indicates
that you need to take 2 fingerstick BG
values on your BG meter and upload
them to get into calibration.

SHADED-OUT BLOOD DROP
PROMPT: Notifies you that only 1 fin-
gerstick BG value has been successfully
uploaded from the BG meter to the STS
Receiver. You need to take and upload at
least 1 more BG value for calibration.

CALIBRATION UPDATE SCREEN:
Indicates you should take a calibration
fingerstick on the BG meter and upload
it to the STS Receiver.

OUT OF CALIBRATION SCREEN:
Indicates the STS Receiver is out of cali-
bration. You will need to take another
BG fingerstick and upload it to your STS

Receiver at this time.

v

Emor Code: FFDE0D12

04:00:00
02:00:00

00:30:00

00:00:00

ERROR CODE: Indicates the STS™ Re-
ceiver is not functioning properly. If you
see this code, use your meter to check
your blood glucose readings and notify
DexCom Technical Support at 1-877-
DEXCOM4 (339-2664).

6 HOUR STS SENSOR EXPIRATION
NOTIFICATION: Indicates that your
Continuous Glucose Monitoring Session
will end in 6 hours.

2 HOUR STS SENSOR EXPIRATION
NOTIFICATION: Indicates that your
Continuous Glucose Monitoring Session
will end in 2 hours.

30 MINUTE STS SENSOR EXPIRA-
TION NOTIFICATION: Indicates that
your Continuous Glucose Monitoring
Session will end in 30 minutes.

0 HOUR STS SENSOR EXPIRATION
NOTIFICATION: Indicates that your
Continuous Glucose Monitoring Session
has ended. Once you clear the alert your
STS Receiver will be notified that the

STS Sensor is removed.
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1.4.2 VIEWING THE STS™ RECEIVER SCREENS

By default, the STS Receiver’s Liquid Crystal Display (LCD)
screen is turned off to save battery power. However, you can press
any STS Receiver button to display the 1-hour Trend Screen.

Use the Up A and Down V¥ Arrow Buttons to move through
screens. The OK button confirms any change you make to a set-
ting, and the C Button sends you back to the previous screen or
to the 1-hour trend screen if you are in the first series of a setting
screen. The chart below shows the STS Receiver screens you can
navigate through to view glucose readings or set your STS System
settings.

mg/dL
o 1-Hour Glucose Trend Screen
10:00 P
oY
4008
350 100
3008 ma/dL Glucose Trend
2508
zz:. :&: 3-Hour Glucose Trend Screen Screens
L G e e O (see Section 4.1)
DY
50 »
4008
350 100
mg/dL
1woem | 9-Hour Glucose Trend Screen
i I&PM
oY /
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Settings Screens (see Section 7)
To get to these screens, once you

get to the 9-hr Screen, you must
hold down the Down V¥ arrow for

at least 7 Seconds.

AN

\

OK

STS Sensor Insertion

Screens
(see Section 2.4)

STS Sensor Removal

Screens
(see Section 5.1)

(see Section 7.2)

HIGH OK OK . HlGH OK
- o N ey _, mo/dl > @ mgydl
LOW LOW
oK ok | [E: 01 Am ok | 12 1] AM
—» S HOUR > 1:;1«2\»&% —»| 1271472004
STS™ Transmitter
OK Serial Number
43
SN# Q — 052 ! g Screens

High/Low
Alert Screens
(see sections
4.2,7.3)

Time/Date
Screens
(see
Section 7.1)
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1.4.3 STS™ RECEIVER SCREEN DISPLAYS

STS Receiver Non-Display Mode:
* During Start-up period
* During Glucose data gaps

High Glucose Blank Glucose

Alert Level Value
4000 t S Glucose Units
350¢
300@ mg/dL
2500 Time One
D00 B =i Veenssaasisanaan b Hour Ago
150 1:30 PM
]00""""': ............... . Y Current Time
50 b A A

Low Glucose
Alert Level

STS Receiver Display Mode:
e In Calibration

Battery  Antenna

o STS Receiver i
. igh Glucose
and STS Transmitter Alert Level Current Glucose Value
are in range |
400 ﬁ Glucose Units
3508 00 /
300 mg/dL
2500 % Time One
2008 Y 9:019°PM Hour Ago
150 \
Glucose Value Axis 100 Current Time
50 &

Glucose Values
from Past Hour

Low Glucose
Alert Level

26

Battery  Antenna

SECTION 2

STARTING YOUR STS™ CONTINUOUS
GLUCOSE MONITORING SESSION

To use your DexCom™ STS Glucose Monitoring System, you will
need a STS Sensor, a STS Transmitter, and a STS Receiver. You
will also need a LifeScan OneTouch Ultra meter and OneTouch
Ultra test strips for calibration. Once inserted and calibrated, your
STS Sensor will continuously measure and display your glucose
values for up to 3 days (72 hours).

At the end of the 2-hour Start-Up period, the DexCom STS
System will ask for 2 calibration BG values. These two fingersticks
must be taken using the OneTouch Ultra meter and uploaded to
your STS Receiver using the connection cable. Once calibrated,
your STS Receiver will display glucose values, trend graphs, and
provide low and high glucose alerts.

BEFORE YOU START
* Wash your hands thoroughly.

* You should fully charge your STS Receiver to avoid the battery
dying during use.

¢ Check that the SN# entered into the STS Receiver is the same
SN# number located on the top label of the STS Transmitter,

place this information on the STS Transmitter / STS Receiver
Card for future reference.
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Place the STS Transmitter and STS Receiver next to each other
to make sure they are communicating (you see the Antenna
Icon).

Register your OneTouch Ultra meter to your STS™ Receiver
before each session.

Check the expiration date on the STS Sensor before every time
you start 2 new STS continuous glucose monitoring session.

You should “QC” your OneTouch Ultra meter per the manu-
facturer’s instructions to make sure it is providing you the best
readings for calibration.

You should clean the bottom of your STS Transmitter with a
damp cloth or alcohol wipe before every use.

Make sure you have enough water resistant bandages or medical
tape for showers, bathing, etc..., for three days of use.

2.1 INSERTING A NEW STS™ SENSOR

The following sections will teach you how to insert your STS Sen-

sor and start a new continuous glucose monitoring session. You
should become familiar with the STS Applicator diagram below

prior to insertion.

NOTE

Always check the expiration date on the STS Sensor packaging
before you open the STS Sensor for use.

Safety Lock < Plunger

Collar —’

STS Applicator
(needle/sensor
probe inside)

sts —»

Sensor Pod
STS
Transmitter Latch

2.1.1 REMOVING AN STS SENSOR FROM ITS PACKAGING

* Carefully remove your STS Sensor from its packaging and examine
it to make sure it is not damaged.

*The STS Applicator is a single use, disposable unit. The safety lock
prevents you from accidentally releasing the needle before you are
ready.
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2.1.2 CHOOSING AND PREPARING A SITE
FOR STS™ SENSOR INSERTION

*Choose a site on fatty area of your abdomen (belly) to put your
STS Sensor. You can choose a site above or below your beltline.
The best areas are usually flat, “pinchable”, and relatively free from
where rubbing can occur (i.e. pant line, seatbelts).

* Avoid areas with scarring or rough patches of skin from your in-
sulin injections or pump. The area you choose should be at least 3
inches (7 cm) from where you plan to inject insulin or from where
your pump is located.

* Avoid using the same spot repeatedly for STS Sensor insertion.

*You may need to shave the area where you plan to put the STS so

the adhesive patch sticks well.

*Make sure there are no traces of lotions, perfumes or medications
by using an alcohol swab to clean the area. The area should be
clean and dry prior to insertion.

2.1.3 ADHERING THE STS SENSOR

1. After you have cleaned the skin site, remove the adhesive backing
from the STS Sensor Pod. Hold the STS Sensor by the STS Ap-

plicator area, making sure not to touch the sticky adhesive.

2. Place the STS Sensor on the site you selected, horizontal to your
mid-line. You can place the STS Sensor facing towards or away
from your belly button. Press firmly on and around the adhesive
to make sure it is flat.

30

3. Once you have stuck the adhesive to your abdomen (belly), pull
the Safety Lock out from the STS Applicator. Pull near the arrow
on the Safety lock, as shown below:

N

Pull Safety Tab Out

2.1.4 INSERTING YOUR STS™ SENSOR

1. After adhering the STS Applicator to your abdomen and
removing the Safety Lock, place two fingers under the collar
(making sure not to squeeze the applicator) and place your
thumb on the plunger. Push the plunger down completely.

This action inserts the needle and sensor underneath your skin.
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2. After you have pushed the plunger down, pull the collar back
until you hear a click or cannot pull back any further. This step
pulls the needle back into the STS Applicator and leaves the
sensor underneath your skin.

3. Remove the STS Applicator by pressing the tabs on the sides of
the STS Sensor Pod. Once you feel the back tabs open, pull off
the STS Applicator so that only the STS Pod remains adhered
to your body.

32

2.2 INSTALLING YOUR STS™ TRANSMITTER

The STS Transmitter wirelessly sends your STS Sensor glucose in-
formation to your STS Receiver. Once you have inserted the STS
Sensor, you will need to snap the STS Transmitter into the STS
Sensor Pod. To do this, you must perform the following steps:

1. Clean the bottom of the STS Transmitter with a damp cloth or
an alcohol wipe before every use.

2. Place the STS Transmitter in the STS Sensor Pod with the flat
side facing down.

3. Pull the STS Transmitter Latch over the STS Transmitter to snap
the STS Transmitter into place so it lies flat in the STS Sensor
Pod.

4. Remove the STS Transmitter Latch by holding down the STS
Sensor Pod with one hand, then holding the latch with your
thumb and forefinger and quickly twisting your wrist away from
your body.

STS Transmitter Installed Remove STS Transmitter Latch

Install STS Transmitter in

STS Sensor Pod l
STS Transmitter Latch
v AL D

QUICK TIP

You can place your STS Transmitter next to your STS Receiver
before you snap it in to make sure they are communicating be-
fore you insert a new sensor. When the STS Transmitter and STS
Receiver are next to each other the STS Receiver should display
the Antenna Icon.
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NOTE

Make sure that you have the correct STS Transmitter serial num-
ber (SN#) entered into your STS Receiver. The SN# is printed on
a sticker located on the top of a STS Transmitter when you first
receive it. You should place that sticker on the STS Transmitter
/ STS Receiver Card provided for future reference. See Sec-

tion 7.2 for instructions on how to enter the SN# into your STS
Receiver.
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2.3 CHECKING THAT YOUR STS™ TRANSMITTER

AND STS™ RECEIVER ARE COMMUNICATING

You should keep your STS Receiver within 5 feet (1.5 m) of your
STS Sensor/STS Transmitter for best communication. To check
that your STS Receiver and STS Transmitter are communicat-
ing (“talking”), press any STS Receiver button to see the 1-hour
Glucose Trend Screen:

4000 S

3508

300 mg/dL

2500 12:30 P4

b [ -

1508 130 PM

] L] [ The Antenna should
50 B appear here.

If you can see the Antenna Icon (Y), then your STS Transmitter and
STS Receiver are communicating. You are ready to notify your STS
Receiver that you have inserted a new STS Sensor and begin your
continuous glucose monitoring session (Section 2.4). If an antenna
has not appeared then you should review the following:

*Is the STS Receiver within 5 feet (1.5 m) of your STS Sensor Pod/STS
Transmitter? If the STS Receiver is not close enough, move it within that
range and re-check to see if the Antenna appears on the STS Receiver
display in 5-10 minutes.

*If you still do not see the Antenna Icon after 5-10 minutes, re-

check that the correct STS Transmitter Serial number (SN#) is
programmed into your STS Receiver (see Section 7.2 to do this).

*If you make sure that the correct SN# is entered into your STS™
Receiver and you still do not see the antenna icon please contact
DexCom Technical Support for further assistance 1-877-DEX-
COM4 (339-2664).

Abbott Ex. 1008 - 18/57 .;



NOTE

The STS Transmitter and STS Receiver may lose communication
during the following circumstances:

¢ Near metallic objects

¢ While lying on a waterbed

e During use of electric blanket

CONTRAINDICATION

The DexCom™ STS System must be removed prior to Magnetic
Resonance Imaging (MRI).
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2.4 TELLING YOUR STS™ RECEIVER

YOU HAVE INSERTED A NEW STS™ SENSOR

You are now on your way to beginning your continuous glucose

monitoring session! After you have checked that your DexCom™
STS System is communicating, you need to tell your STS Receiver
that you have inserted a new STS Sensor.

To indicate that you have inserted a new STS Sensor and to begin
the Start-Up Period you must do the following:

1. Scroll down through the Receiver Settings Screens to the STS
Sensor Insertion Screen by pressing the Down ¥ Arrow 3
times until you come to the 9-hour Glucose Trend Screen.

2. At the 9-hour Screen, hold the Down V¥ Arrow for at least 7
seconds to see the STS Sensor Insertion Screens, shown below.

*o| %0 *9o o =e

STS Sensor Insertion Screen
3. Press the OK button to confirm insertion and then you will see

the following series of screens appear:

Co oo e

Confirmation Screen
After completion of the above series of screens the STS Receiver

will return to the 1-hour Trend Screen and the Start-Up period
will begin.
NOTE

You must tell your STS Receiver each time you insert a new STS
Sensor or the STS Receiver will not begin its Start-Up period for

calibration.
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2.5 STS™ SENSOR START-UP PERIOD

The STS Sensor requires a two hour Start-Up period to adapt to
its new biological environment (equilibrater). The Start-Up period
lasts 2 hours from the current time displayed on the 1-hour Trend
Screen once you have confirmed STS Sensor insertion.

During the Start-Up period you should periodically check to see
that the Antenna Icon (Y) is visible and that your STS Receiver
battery is charged.

Pressing any of the STS Receiver buttons during the Stare-Up
period will display the following screen:

4000 e Blank glucose values

3508 indicate your STS
Sensor is still in the

300k mg{dl‘ Start-Up period

250w 1230 M
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150 1:30 PM
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At the end of the 2 hour Start-Up period the STS Receiver will
provide a vibratory prompt to notify you that it is time to calibrate
your STS Sensor. Section 3 describes how to calibrate your STS
Sensor.
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During the Start-Up period you may see the STS™ Sensor Removal
Srceen.

». ».

o 9 %o "9 T@

STS Sensor Removal Screen

If you see this screen, the STS Sensor is not working properly or
you may have dislodged the STS Sensor. You will need to replace
your STS Sensor. In order to replace your STS Sensor, simply re-
move your STS Sensor Pod by gently peeling up the adhesive patch
from your skin, which will pull out the Sensor Probe. Remove the
STS Transmitter from the STS Sensor Pod and clean the bottom
of the STS Transmitter with a damp cloth or alcohol swab before
your next use. To begin a new session, you must insert a new STS
Sensor, go through a new Start-Up period and calibrate your STS
Sensor.

NOTE

* The STS Receiver is only compatible with the LifeScan One-
Touch Ultra Blood Glucose Meter. Please refer to the LifeScan
OneTouch Ultra meter Owner’s Booklet for complete informa-
tion about using this meter.

¢ All BG values used for STS Sensor calibration must be up-
loaded using the connection cable.

¢ BG values CANNOT be manually entered into your STS Re-
ceiver.

¢ Alternate site BG testing is not approved for calibration of the
DexCom™ STS System.
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2.6 REGISTERING A METER TO YOUR STS™ RECEIVER

If you are connecting the OneTouch Ultra Meter to your STS Re-
ceiver for the first time or are using a different meter since your last
STS Receiver connection, you will have to register the meter so it
can be used for calibration. You can do this by simply connecting
the 2 devices as follows:

1. Make sure the OneTouch Ultra meter display is off (screen is
blank) before connecting. To turn it off, press the M button
once.

2. Plug the meter into your STS Receiver using the connection
cable. First plug the cable into the connection port of the
meter. (The connection port is at the bottom of the meter).
Then connect the wide end of the cable into the STS Receiver.
Make sure the raised Push button on the cable is facing down.

3. After a few seconds, “PC” will appear on the OneTouch Ultra

meter screen (shown below):

4.Your STS Receiver will vibrate twice and you will see the fol-
lowing screen:

New Meter Screen
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5. Press the OK button to accept this new meter. The symbol will
then disappear and the STS™ Receiver will return to the 1-Hour
Glucose Trend Screen to indicate that registration is complete.
(Note: This process may take a few minutes to complete.)

6. BG values uploaded from this meter will now be used to cali-
brate your STS Sensor. See Section 3 for instructions on how
to calibrate your STS Sensor.

NOTE

¢ Blood glucose information stored in the OneTouch Ultra meter
before registering it to your STS Receiver will not be used for
calibration. You must always register a meter for the first time
before uploading fingersticks intended for calibration.

¢ If you use more than 1 OneTouch Ultra meter during a con-
tinuous glucose monitoring period any fingersticks you take on
the non-registered meter will not be used for calibration. You
will have to register the meter first, and then take BG values
with the new meter for calibration.
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The DexCom™ STS System uses the LifeScan OneTouch Ultra
meter to calibrate your STS Sensor readings. You can directly con-
nect these 2 devices using the connection cable.

The DexCom STS System requires 2 fingerstick BG values at the
first calibration prompt. The STS Receiver will prompt you for
these values about 2 hours after you insert a new STS Sensor (see
Section 2.4). The STS Receiver will also request 1 fingerstick BG
value if you have not uploaded another BG value within 12 hours.
These additional BG values will update the calibration throughout
your STS Sensor wear period.

WARNING

You should update the STS System’s calibration every 12
hours at a minimum to ensure device performance. The
performance of the STS System when calibrated less fre-
quently than the recommendation to calibrate a minimum
of every 12 hours has not been studied.

NOTE

Always check your STS Receiver for the Antenna Icon
while you upload fingerstick BG values.
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3.1 RECEIVING THE CALIBRATION PROMPT

(THE END OF THE START UP PERIOD)

Two (2) hours after STS™ Sensor insertion (see Section 2.4), your
STS Receiver will prompt you to calibrate your STS Sensor by
vibrating and displaying the following screen on the STS Receiver:

¢ ¢

Dual Blood Drop Prompt

After you see this prompt, press the C Button to clear the display
and do the following:

1. Take 2 BG fingersticks using your OneTouch Ultra meter.
(Note: If you are not familiar with using this meter, please
see the LifeScan OneTouch Ultra meter Owner’s booklet for
complete instructions).

2.'Then upload these 2 BG values from your meter to your STS
Receiver.

If you do not upload 2 fingerstick BG values for calibration imme-
diately after you see this prompt, the STS Receiver will vibrate/
beep and display the “Dual Blood Drop Screen” every 15 minutes
for the next 3 hours. If it is not convenient for you to calibrate at
this time you can continue to silence the prompt by pressing the
“C” button on the STS Receiver.
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3.2 HOW TO UPLOAD BG VALUES

TO YOUR STS™ RECEIVER FOR CALIBRATION

Once you have taken at least 2 fingersticks, you can calibrate your
HELPFUL HINTS: STS Sensor by uploading the fingerstick BG values from the One-

* Prior to taking any fingersticks for calibration, make sure the Touch Ultra meter to your STS Receiver. The following steps will

STS Transmitter and STS Receiver are communicating (the Y is
displayed). 1. Make sure the OneTouch Ultra meter display is off (screen is

guide you through your upload:

¢ Make sure you have previously registered your OneTouch
Meter to your STS Receiver.
e Your blood glucose value must be between 40 mg/dl and 400

blank) before connecting. To turn it off, press the M button
once. Check your STS Receiver to make sure that your STS Re-
ceiver and STS Transmitter are communicating (the Y is visible).

mg/dl (2.2 and 22.2 mmol/L) to calibrate. If you take fingersticks
outside of this range the STS System will not calibrate. You
should treat yourself first and then try calibrating the STS Sensor
at a later time.

2. Plug the meter into your STS Receiver using the connection
cable. First plug the cable into the connection port of the
meter. (The connection port is at the bottom of the meter).
Then connect the wide end of the cable into the STS Receiver.
Make sure the raised Push button on the cable is facing down

(toward the back of the STS Receiver).

3. After a few seconds, “PC” will appear on the OneTouch Ultra
meter screen (shown below):
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4. The STS™ Receiver will display the Connection Screen below. IF YOU SEE ANY OF THE FOLLOWING 3 SCREENS DUR-

The following screen indicates that BG values from the meter ING OR AFTER UPLOAD, SEE SECTION 3.3, CALIBRA-
are successfully being uploaded to your STS Receiver for TION TROUBLESHOOTING:
calibration:

@@ (- @@ ¢

I -t - I e X
Semrssanenaned New Meter Screen Connection Failure Screen Shaded-Out Blood Drop Prompt
Connection Screen
5.The 1-Hour Trend Screen will appear once the upload is com-
plete:
P — NOTES
%: mgfdl ¢ BG values CANNOT be manually entered into the STS Re-
2508 12:30 PM ceiver.
2008 B
:gg: ; ¢ Only BG values between 40 - 400mg/dL (2.2 - 22.2mmol/L)
50 » =Y can be used for calibration. If 1 or more of your values are

outside this range, you will have to re-calibrate.
6. Disconnect the cable from the BGM and STS Receiver (The

order that you disconnect the cable does not matter). ¢ Always make sure the STS Receiver Antennae Icon (Y) is vis-
ible.
7. Press the M button on the OneTouch Ultra meter to see that _
the date and time are the same as the STS Receiver. The cur- * Never change the date and time on your OneTouch Ultra
rent time on the STS Receiver will be displayed on any trend meter. Your STS Receiver will do this automatically each time
screen at the bottom-most time stamp. If they do not match, you connect the two devices.

re-connect the 2 devices to set the date and time on the meter
and take 2 new fingerstick values to upload.

8. A glucose value should appear on the STS Receiver in about 15
minutes, and glucose values will be updated every 5 minutes.
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3.3 CALIBRATION TROUBLESHOOTING
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NEW METER SCREEN

You will see this screen if you are connect-
ing a new/different OneTouch Ultra Meter
to your STS™ Receiver for the first time.
Your STS Receiver will vibrate twice.

*You will be asked to register the meter
with your DexCom STS System. See
Section 2.6 for instructions on how to do

this.

CONNECTION FAILURE SCREEN

If you see this screen (with an “X” between
the dotted lines), the BG value upload
failed. In this case you should clear the
alert by pressing any STS Receiver button
and disconnect the devices and review the
following:

*Make sure that the OneTouch Ultra meter
screen is always blank before you connect
the 2 devices.

* Make sure you plug the connection cable
into the meter first and the STS Receiver
second.

*Do not disconnect the cable while upload-
ing or before you see the 1-Hour Trend
Screen appear.

¢ ¢

SHADED-OUT BLOOD DROP
PROMPT

The Shaded-Out Blood Drop Prompt
indicates that you should take one more
BG fingerstick and upload it to your STS™
Receiver and may appear for the following
reasons:

*One of the BG values you uploaded was
outside of the 40-400mg/dL (2.2 -22.2
mmol/L) range required for calibration.
(For safety, your STS Sensor will not ini-
tially calibrate on extreme glucose values).

*Only one BG value was successfully up-
loaded to your STS Receiver.

*Your STS Transmitter and STS Receiver
may have been out of range. Check to
see if you have an Antenna Icon and take
another fingerstick.

The STS Receiver will prompt you to
remind you a second fingerstick is required
for successful calibration every 15 minutes
for the next 3 hours.
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SECTION 4

VIEWING YOUR CONTINUOUS
GLUCOSE INFORMATION

This section will educate you on how to view and understand
Glucose Trend information provided to you by your STS™ System.
Once you have uploaded at least 2 BG values (between 40-40mg/
dL or 2.2-22.2mmol/L) to your STS Receiver (calibrated), wait

at least 15 minutes to check the STS Receiver display for glucose
information. If your STS Sensor has successfully calibrated, you
should see the following display by pressing any button on the STS
Receiver:

Most recent 5-minute

High Glucose Alert Setting = 200 mg/dL glucose value (140 mg/dL)

Plot of the most recent
LOV\_/ Glucose Alert glucose value (140 mg/dL)
Setting = 80 mg/dL on the 1-hour Glucose
Trend Screen
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After successful calibration, the STS™ Receiver will update your
glucose value every 5 minutes. You will be provided with glu-
cose readings from 40 mg/dL (2.2 mmol/L) to 400 mg/dL (22.2
mmol/L) and you can check your STS Sensor glucose value at any
time by pressing any STS Receiver button. In addition to discrete
glucose values, your STS System will alert you when your glucose
levels are outside of your programmed alert levels. The default
high and low glucose alerts are set at 80 mg/dL (4.4 mmol/L) and
200 mg/dL (11.1 mmol/L) but can be changed to fit your personal
diabetes goals (see Section 7.3.2).

WARNING

You should update the STS System’s calibration every 12 hours at
a minimum to ensure device performance. The performance of
the STS System when calibrated less frequently than the recom-
mendation to calibrate a minimum of every 12 hours has not
been studied.
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4.1 GLUCOSE TREND SCREENS

You can see glucose trend graphs of your glucose information from
the past 1-hour, 3-hour and 9-hour periods by pressing the Down
V and Up A Arrows on your STS™ Receiver. The Glucose Trend
Screens allow you to see where your glucose levels have been and
where your glucose levels are headed.

4000 4008
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50 » oY 500 oY 500 oY
1-Hour 3-Hour 9-Hour
Glucose Trend Screen Glucose Trend Screen Glucose Trend Screen

*Each “dot” on a glucose trend graph represents a past glucose read-
ing.

*You can tell which screen you are viewing by looking at the time.
The bottom time is always the most current time. The top time is

the time the graph starts (e.g., 1 hour earlier, 3 hours earlier, or 9
hours earlier).

*The dashed lines on the graph represent the high and low glucose
alert settings (see Section 7.3).

*Glucose values between 40 mg/dL and 400 mg/dL (2.2 mmol/
Land 22.2 mmol/L) will be displayed on the STS Receiver.

*For glucose values less than 40 mg/dL (2.2 mmol/L) the value
displayed will be “Low”

e For glucose values greater than 400 mg/dL (22.2 mmol/L) the
value displayed will be “High”
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WARNING

Treatment decisions should not be based solely on results from
the DexCom STS System. You must confirm with a blood glucose
meter before making therapeutic adjustments.

WARNING

You should update the STS System’s calibration every 12 hours at
a minimum to ensure device performance. The performance of
the STS System when calibrated less frequently than the recom-
mendation to calibrate a minimum of every 12 hours has not
been studied.
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4.2 RESPONDING TO HIGH AND LOW GLUCOSE

ALERTS

One of the benefits of the DexCom™ STS™ System is your ability
to select high and low glucose alerts that will tell you when your

glucose values are out of your target range (see Section 7.3). This
feature is especially helpful during extended periods of time when
you may not test your blood glucose (such as sleeping, driving,
exercise, or long meetings).

*When your STS Sensor glucose values are below your Low Alert
setting and trending down, the STS Receiver will vibrate and
display the Low Alert Screen.

*When the STS Sensor glucose values are above your High Alert
setting and trending up, the STS Receiver will vibrate and display
the High Alert Screen.

*Examples of the STS Receiver Screens are shown below:

a HIGH
ma/dL

B morat
Y LOW

Low Glucose Alert Screen High Glucose Alert Screen

*Press any button on the STS Receiver to acknowledge the glucose
alert and the 1 Hour Glucose Trend Screen will show your current
glucose value (outside of the alert setting).

4000

350h 293
;g:: Lottt mg/dlL

-*

200 -eerpereanaananns H::I'M
1508 ++° 100
D] R

g Y

1-Hour Glucose Trend Screen
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oIf after 5 minutes you do not respond to the first vibratory alert,
the STS Receiver will beep once. It will beep loudly again after
another 5 minutes if you do not respond to the second alert. You
should acknowledge these alerts by pressing any STS Receiver but-
ton. The STS Receiver will not re-alert you once you acknowledge

the Alert.

*If you do not acknowledge the Alert for any reason, and you are
above or below the alert setting and trending up or down, the STS
Receiver will re-alert you in 15 minutes.

WARNING

Symptoms related to low or high blood glucose levels should not
be ignored. If you have symptoms of low or high glucose, use
your blood glucose meter to check the STS System results.
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4.3 LOW GLUCOSE ALARM

In addition to your personal glucose alert settings, your STS™ Re-
ceiver also has an automatic low glucose alarm set at 55mg/dL (3.1
mmol/L). You cannot change or turn off the Low Glucose Alarm.

*When the STS Sensor detects a glucose level below 55 mg/dL (3.1
mmol/L) your STS Receiver will vibrate to notify you of a very
low glucose value by displaying the following screen:

55 mgraL
Y LOW

Low Glucose Alarm

*If you do not acknowledge the vibratory alert, the STS Receiver
will then sound a loud beep 5 minutes later. It will continue this
vibrating/beeping until you acknowledge the alert.

*To acknowledge and turn off the alarm, press any button on the
STS Receiver. If after you turn off the alarm and your glucose is
still <55 mg/dL (3.1 mmol/L) in the next 30 minutes, the STS
Receiver will alarm you again and continue to do so until your

glucose levels rise above 55 mg/dL (3.1 mmol/L).

*You may want to take a fingerstick at this time to determine if you
should make any treatment decisions.

*If the glucose value that initiated the alert is below 40mg/dL (2.2
mmol/L), the STS Receiver will display LOW only (no glucose
value displayed).
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4.4 MAINTAINING STS™ SENSOR CALIBRATION:
12-HOUR UPDATE

You should upload any fingerstick BG values you take during
STS Sensor wear. These BG values will update your STS System

calibration.

However, if you have not uploaded any fingerstick BG values for
at least 12 hours, the STS Receiver will request a fingerstick BG
value to update its calibration as follows:

*The Calibration Update Screen will appear to notify you of the
requirement to update the STS System calibration (Note: The
STS Receiver will not vibrate at this time.)

¢

Calibration Update Screen

*If you see this reminder symbol, clear this display by pressing any
STS Receiver button. The Calibration Update Screen will not go
away until you acknowledge it by pressing a button.

oIt is recommended that you take a fingerstick at this time using
the OneTouch Ultra Blood Glucose meter. Upload this value to
your STS Receiver to update your STS Sensor calibration.

WARNING

You should update the STS System’s calibration every 12
hours at a minimum to ensure device performance. The
performance of the STS System when calibrated less fre-
quently than the recommendation to calibrate a minimum
of every 12 hours has not been studied.
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4.5 MISSING STS™ GLUCOSE INFORMATION
(GLUCOSE DATA GAPS)

At times your DexCom STS System will not display glucose infor-
mation, or provide alerts. These Glucose Data Gaps can happen if
the two devices are out of Range, if the STS Sensor readings are
“noisy”, or if the STS System determines that another fingerstick
is needed for calibration because the STS Sensor values are not
matching your current blood glucose value.

Detailed reasons for Glucose Data Gaps and what you should do
to start receiving glucose readings again are described in the sec-
tions below.

4.5.1 STS RECEIVER AND STS TRANSMITTER ARE “OUT
OF RANGE”

* Anytime you see a “- - -” on the STS Receiver display you should
first check to see if the Antenna Icon (Y) is displayed. The STS
Transmitter and STS Receiver must be within 5 feet (1.5 meters)
of each other.

oIf there is no Antenna, move your STS™ Receiver within range
and you should receive a glucose value in the next 5 minutes.

oIf there is an Antenna on the Display but no glucose values, see
sections 4.5.2 and 4.5.3 for other reasons why a Glucose Data
Gap may occur.
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4.5.2 NOISY STS™ SENSOR GLUCOSE READINGS

*During your continuous monitoring session, your STS Sensor
may send the STS Receiver “noisy” glucose readings that the STS
Receiver will not display. If this occurs, the antenna will be visible

(Y symbol), but you will see a “- - -” on the STS Receiver Display.
400» - -
asos
3000 mg/dL
2500 0
200 I =seassrsnsanasasssans wgm
s ¥

oIf this happens, you may want to check the placement of your STS
Sensor to make sure it is still adhered to your skin properly and
that nothing is rubbing the STS Sensor (i.e. clothing, seat belts).

¢ This may also occur due to rapid increases or decreases in your
glucose levels.

*Once the “noisy” stops, your STS Receiver will display glucose
values again and provide High and Low Glucose alerts. However,
your STS Receiver may also display the following screen:

¢

Calibration Update Screen

oIt is reccommended when you see this symbol that you take a fin-
gerstick and upload the BG value to the STS Receiver.
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NOTE

Your STS System will count how many “noisy” values you have
during your 3-day glucose monitoring session. If it counts 20
“noisy” events, then the STS Receiver will end your glucose
monitoring session and you will see the STS Sensor Removal
Screen the next time you turn on the STS Receiver display. If
you see the STS Sensor Removal Screen, you will have to insert a
new STS Sensor and calibrate after the Start-Up period.

4.5.3 STS™ SENSOR GLUCOSE DATA CHECK & RE-CALI-
BRATION

*When you update calibration by uploading a fingerstick BG value
the Calibration Update Screen may appear.

¢

Calibration Update Screen

o If this screen appears the fingerstick you uploaded was not pro-
cessed correctly and you should upload another fingerstick. There
will be a vibratory alert and beep for this alert.

*If you do not respond to the Calibration Update Screen by up-
loading a fingerstick BG value, the Out of Calibration Screen may
appear in the next 10 minutes.
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X

Out of Calibration Screen

* This screen appears if the last fingerstick you uploaded does not
closely match your STS System glucose readings. It prevents you
from missing clinically important information (i.e. when your
glucose levels are high or low).

*When you see the Out of Calibration Screen, you must take a
new fingerstick BG value and upload it to your STS Receiver to
continue your glucose monitoring session.

NOTE

* You should check your STS Receiver in 10 minutes any time
you upload BG values to make sure the calibration update was
successful (no “X”).

« If your DexCom STS System goes Out of Calibration, check
your BG values on your meter.

» Remember that the STS Receiver will not provide you with
glucose values or alerts while it is out of calibration.
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4.6 STS™ SYSTEM EARLY SHUTOFF SCREENS

In some cases your STS System Continuous Glucose Session may
end before the end of a full 3-day period. Cases when this may

occur are described below.

4.6.1 EARLY SHUT-OFF DUE TO SENSOR NOISE

If your Receiver detects more than 20 incidences of “noise” (see
Section 4.5.2), then the STS System will cease displaying glucose
values using the current STS Sensor inserted and will display the
following screen:

o *9 %o "9 "

STS Sensor Removal Screen

If you see this screen, then your current STS Continuous Glu-
cose monitoring session has ended. You can simply remove your
STS Sensor Pod by gently peeling up the adhesive patch from
your skin, which will pull out the Sensor Probe. Remove the

STS Transmitter from the STS Sensor Pod and store it for your
next glucose monitoring session. To receive anymore continuous
information, you must insert a new STS Sensor, go through a new
Start-Up period and calibrate the new STS Sensor.

You should also clean the bottom of your STS Transmitter with a
damp cloth or alcohol wipe before your next use.
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4.6.2 EARLY SHUT-OFF DUE TO RECEIVER ERROR CODE

An error code displayed on the STS Receiver indicates that the
STS Receiver is not functioning properly. An example is displayed

v

Emor Code: FFDEOO12

below:

If you see this screen, then your current STS System Continuous
Glucose monitoring session has ended. You should note the code
that appears on the screen and contact DexCom Technical Sup-

port at 1-877-DEXCOM4 (339-2664).
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At the end of your 3-day (72 hour) STS Sensor wear period, you
can simply remove your STS Sensor Pod by gently peeling up the
adhesive patch from your skin which will pull out your sensor
probe. Remove the STS Transmitter from the STS Sensor Pod and
keep for your next glucose monitoring session.
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5.1 ENDING YOUR CONTINUOUS GLUCOSE
MONITORING PERIOD

5.1.1 AUTOMATIC STS™ SENSOR EXPIRATION NOTIFI-
CATION

Your STS Receiver will notify you how much time you have re-
maining until your STS Continuous Glucose Monitoring Session
is complete. The Expiration Screen will simply appear 6 hours and
2 hours before your 72-hour session ends. At the 30 minute and 0
hour Expiration Screen, the STS Receiver will display the Expira-
tion Screen and will also vibrate. You can clear all of these screens
by pressing any button on the STS Receiver. You can remove your
STS Sensor when the 0 hour Screen appears.

g U

04:00:00 04:00:00

6 hour STS Sensor Expiration Notification

02:00:00

2 hour STS Sensor Expiration Notification
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30 minute STS™ Sensor Expiration Notification (+Vibration)

U

00:00:00 00:00:00

0 hour STS Sensor Expiration Notification (+Vibration)
END OF SESSION
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5.1.2 MANUAL STS™ SENSOR SHUT OFF

To manually end your continuous glucose monitoring period,
follow the steps below:
1. Press the Down ¥ Arrow 3 times until you see the 9-hour
Glucose Trend Screen.

2. Hold the Down ¥ Arrow for at least 7 seconds to get to the
STS Receiver Settings screens.

3. Press the Down ¥ Arrow 1 time to arrive at the STS Sensor
Removal Screen, shown below. Once you see this screen, press
the OK button to indicate removal of your STS Sensor.

o *9 %9 %9 "»

STS Sensor Removal Screen

4. After you see the series of screens below, you have successfully
removed your STS Sensor.

TeTe e e

Confirmation Screen

5. The STS Receiver will clear to the default 1-Hour Trend
Screen.

NOTE

If you removed your STS Sensor before telling the STS Receiver,
the STS Sensor Removal Screen will appear automatically. You
must press OK before inserting a new STS Sensor.
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SECTION 6

MONITORING YOUR STS™ RECEIVER BATTERY

Your STS Receiver battery is rechargeable like a cellular phone.
The battery should last for about 5 days before needing to be
recharged. The STS Receiver will take 3 hours to fully charge
when the battery is completely dead. Periodically check your STS
Receiver display to make sure it has enough charge.
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6.1 LOW BATTERY ALERT

*The Battery indicator is located next to the Antenna Icon (Y) on
the bottom right side of the screen. This indicator tells you how
much charge is left in the battery.

*When the STS™ Receiver’s battery is low, the STS Receiver will
flash a large Low Battery Alert across the screen. Press the C But-
ton to clear the alert.

100
mg/d

m‘num
10:00 PM
mY

Battery Indicator Low Battery Alert

NOTE
You should charge your STS Receiver as soon as possible when

you see the Low Battery Alert so you can continue to receive
glucose readings.
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6.2 CHARGING YOUR STS RECEIVER BATTERY

*To charge the STS Receiver battery, connect the charger cable
provided into the port on the bottom of your STS Receiver. Make
sure the “Push” button side of the charger cable is facing down.

*Connect the plug into a standard power outlet.

*The STS Receiver will display the animated symbol below of a bat-
tery charging across the STS Receiver Screen:

¢ (- G . (—

* After a few seconds, the 1-hour Glucose Trend Screen will reap-
pear with the animated Battery indicator displayed in the lower
right corner next to the Antenna Icon (Y).

¢ The battery will fully charge after 3 hours and should last approxi-
mately 5 days before recharging is necessary.
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You can reach all of the STS Receiver Settings Screens by scrolling
down to the 9-Hour Glucose Trend Screen and holding the Down
V¥ Arrow for at least 7 seconds. Please refer to Section 1.4.2 for an
overview on the order of all STS Receiver screens.
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7.1 SETTING THE STS™ RECEIVER TIME

7.1.1 GETTING TO THE STS RECEIVER TIME

*Press the Down ¥ Arrow 3 times to get to the 9-hour glucose
trend screen.

*Hold the Down ¥ Arrow again for at least 7 seconds to get to the
Settings Screens.

¢ Press the Down ¥ Arrow 3 more times to view the Time/Date
Screen:

Time / Date Screen

*Press the OK Button on the STS Receiver to begin setting the
time.

7.1.2 CHOOSING THE TIME MODE

*You can choose what time format you would like displayed.

*Choose an AM/PM (12-hour) format or a 24-hour clock format
by pressing the Down ¥ Arrow or Up A Arrow.

¢ Press the OK Button once you have selected the time format you

prefer.

VorA AM;‘*PM

24 HOUR
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7.1.3 SETTING THE TIME (AM/PM MODE)

*Once you select the time format and press OK, the Time Set
Screen will appear in the format you selected.

*Press the Up A or Down ¥ Arrows to choose the hour.

¢ Press the OK Button to move to the minutes.

*Press the Up A or Down ¥ Arrows to choose the minutes.

F: 01 am Vora
12/14/2004 % i

OK

*When you choose the hours and minutes, the AM/PM will adjust
automatically (e.g. if you go from 11:59 AM to 12:00PM, AM
will automatically switch to PM).

*Note: If you pass 11:59 PM the date will automatically update to
the next day or the previous day based on the arrow direction you
are pressing.

*If you press C at any time, this will not set the time and return
you to the STS™ Receiver Time and Date Screen.

NOTE

e The STS Receiver date is pre-programmed at the factory.

e Your STS Receiver time can only be adjusted + 24 hours from
the factory set time/date. If you need to adjust the time more
than 24 hours there may be a problem with the STS Receiver.
Please contact DexCom Technical Support at 1-877-DEXCOM4
(339-2664) to determine if your STS Receiver needs to be re-
placed.
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7.1.4 SETTING THE TIME (24-HOUR MODE) 7.2 HOW TO ENTER A NEW STS™ TRANSMITTER

SERIAL NUMBER (SN#)

¢ If you chose the 24-hour Time Mode:
Any time you use a new STS Transmitter as part of your Dex-

Com™ STS System, you must enter the STS Transmitter serial

AM /PM ox number (SN #) into your STS Receiver. This will begin the
wireless radio-frequency (RF) communication between the two
devices. To do this perform the following steps:

*Press the Up A or Down ¥ Arrows to chose the hour. 1. Press the Down V¥ Arrow 3 times until you come to the 9-

. hour Glucose Trend Screen.
*Press the OK Button to move to the minutes.

2.Hold the Down ¥ Arrow for at least 7 seconds until you come

*Press the Up A or Down ¥ Arrows to choose the minutes. .
to the Settings Screens.

3. From this screen, press the Down ¥ Arrow 4 more times until

8: 0124 ppe— 15:[i] 24 2,50 you arrive at the STS Transmitter Serial Number Screen:
12/14/2004 @:IEEE ox 12/14/2004 & /‘ i
*Note: If you pass 23:59 the date will automatically update to the SN# Q
next day or the previous day based on the arrow direction you are
pressing. STS Transmitter Serial Number Screen
*If you press C at any time, this will return you to the STS™ Re- 4. Press the OK Button to display the entry screen for the STS
ceiver Time and Date Screen and will not set the time. Transmitter SN#:
NOTE #2431 Q
e The STS Receiver date is pre-programmed at the factory.
e Your STS Receiver time can only be adjusted + 24 hours
from the factory set time/date. If you need to adjust more the 5. The 5-digit SN# is located on the STS Transmitter packaging.
time more than 24 hours there may be a problem with the STS The SN# is also printed on a removable label located on top of
Receiver. Please contact DexCom Technical Support at 1-877- the STS Transmitter. After entering the SN # into your STS
DEXCOM4 (339-2664) to determine if your STS Receiver needs Receiver, remove the sticker and place it on the STS Trans-
to be replaced. mitter / STS Receiver Card for future reference.
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6. To enter your SN#, press the Up A or Down ¥ Arrows until
you arrive at the first number.

7.Press the OK Button to enter that number and to move to the
next number.

8. Once you have entered all of the numbers, press the OK
Button once more to confirm the STS™ Transmitter serial
number.

9.1If you press C at any time, this will return you to the STS
Transmitter Serial Number Screen and not change the SN#.

7.3 CHANGING YOUR GLUCOSE ALERT SETTINGS

The default setting for the high glucose alert is 200 mg/dL (11.1
mmol/L). The default setting for the low glucose alert is 80 mg/dL
(4.5 mmol/L). These alerts should be set at values that will help
monitor when your glucose levels are too high or too low. You
should work with your Diabetes Management Team to help you
choose your appropriate glucose alert settings.

7.3.1 CHOOSING GLUCOSE VALUE UNITS

Follow the steps below to choose the type of glucose unit (mg/dL
or mmol/L) you would like reported to you. Please note that if you
change the alerts to the mg/dL or mmol/L units, all glucose values
will be reported to you in that way.

1. Press the Down ¥ Arrow 3 times until you come to the 9-
hour Glucose Trend Screen.

2.Hold the Down ¥ Arrow for at least 7 seconds until you come
to Settings Screens.

3. Press the Down ¥ Arrow 2 more times to get to the Glucose

Alert Screens:
76

HIGH
LOW

Glucose Alert Screen
4. After you press OK, you will see the glucose unit screen which

will allow you to choose your glucose unit values:

mmol/L

5. Press the Down ¥ or Up A Arrow to select which kind of
glucose unit you would like reported (mg/dL or mmol/L).
Once you choose the unit you would like (highlighted unit),
press the OK Button.

NOTE

¢ Your DexCom™ STS™ System can display glucose readings in
two different units of measure. In the United States, milligrams
per deciliter (mg/dL) are the standard unit used for glucose
testing systems (i.e. blood glucose meters). In many other parts
of the world, the standard unit for glucose readings is mil-
limoles per liter (mmol/L). Please check with your Diabetes
Management Team if you do not know which type of unit your
glucose readings are usually displayed in.

¢ Because the DexCom STS System can be set to display glucose
readings in either of these 2 units of measure, it is important
to check the unit displayed on the STS Receiver EVERY time
you view a glucose reading. This will allow you to make sure
that you are receiving readings according to your desired unit
setting (mg/dL or mmol/L).
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7.3.2 SETTING HIGH AND LOW
GLUCOSE ALERT LEVELS (mg/dL UNITS)

*If you choose mg/dL as your glucose units, you will see the follow-
ing High Glucose Alert Screen:

a HIGH
ma/dL ——

*Use the Up A or Down ¥ Arrows to increase or decrease the
high glucose alert value by 20 mg/dL (i.e. 220, 240, 260 mg/dL ).

*You may select high glucose alert values from 140 mg/dL to 400
mg/dL. Select the value recommended by your Diabetes Manage-
ment Team by pressing the OK Button.

NOTE

If you scroll above 400 mg/dL the display will read NO. If you
press the OK Button to select this option, you will turn off the
high glucose alert. You will not receive any high glucose alerts,
even when your STS™ System is in calibration.

*Once you press OK to select your high glucose alert value, you
will see the Low Glucose Alert Screen:

Y morar —
Y LOW

*Use the Up A or Down V¥ Arrows to increase or decrease the low
glucose alert value by 10 mg/dL.
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*You may select low glucose alert values from 60 mg/dL to 90 mg/
dL. Select the value recommended by your Diabetes Management
Team by pressing the OK Button.

NOTE

If you scroll below 60 mg/dL the display will read NO. If you
press the OK Button to select this option, you will turn off the
low glucose alert. You will not receive any low glucose alerts,
even when your STS™ System is in calibration. (For safety, there
is a low glucose alarm set at 55 mg/dL that you cannot turn off.
See section 4.3).

*Press the OK Button after you set the low glucose alert to confirm
the both high and low alert settings and then you will return to
the Glucose Alert Screen.

7.3.3 SETTING HIGH AND LOW
GLUCOSE ALERTS (MMOL/L UNITS) SETTINGS

*If you choose mmol/L as your glucose units, you will see the fol-
lowing High Glucose Alert screens:

a HIGH
mmol/L

and m mmol/L
Y LOW

*Use the Up A or Down ¥ Arrows to increase or decrease the
high and low glucose alert values in the same manner as described
above (see Section 7.3.2).

*You may select high glucose alert values from 7.8 mmol/L to 22.2
mmol/L. See the following chart to view the high alert level selec-
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*Select the value recommended by your Diabetes Management SECTION 8

Team by pressing the OK Button.

*The chart below displays the high alert level selection options. TROUBLESHOOTING
mmol/L
Disabled | NOTE
222

21.1 If you scroll above 22.2 mmol/L the
20.0 | display will read NO. If you press the
18.9 | OK Button to select this option, you will
115'2 turn off the high glucose alert. You will
15.5 | hotreceive any high glucose alerts, even
14.4 | when your the STS™ System is in calibra-
13.3 tion.
12.2
11.1
10.0
8.9
7.8

*You may select low glucose alert values 3.3 mmol/L to 5.0 mmol/
L. See the following chart to view the low alert level selection op-
tions.

mmol/L NOTE

If you scroll below 3.3 mmol/L the

39 | display will read NO. If you press the OK

3.3 Button to select this option, you will turn
Disabled | off the low glucose alerts, even when the
STS System is in calibration. (For safety,
there is a low glucose alarm set at 3.1
mmol/L that cannot be turned off. See
section 4.3).

*Press the OK Button after you set the low glucose alert to confirm
the both high and low alert settings and you will return to the
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8.1 MISSING ANTENNA

*If you cannot see the Antenna Icon(Y) on your STS™ Receiver,
make sure that you have your STS Receiver within 5 feet (1.5
meters) of your STS Sensor Pod and STS Transmitter.

* After checking the position of the STS Receiver wait 5 to 10 min-
utes to see if the Antenna Icon appears.

*If the Antenna Icon still does not appear, check to see that your
STS Transmitter serial number (SN#) is correctly entered into the
STS Receiver. Follow the steps found in Section 7.2.

*If none of the above options work, contact DexCom Technical
Support at 1-877-DEXCOM4 (339-2664). You may need a new
STS Transmitter.

8.2 PROBLEMS UPLOADING BG VALUES TO YOUR

STS RECEIVER

¢If the OneTouch Ultra Meter and STS Receiver have trouble
communicating with each other, the following symbol will be

displayed:

Connection Failure Screen
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* Make sure you have done the following during upload:
» The meter should be “OFF” prior to performing the upload
(no display). If necessary, press the M button once to turn the
meter off and reconnect the two devices.

» DO not accidentally push meter buttons while performing the
upload.

» Connection cable is plugged in properly. Remember to plug it
into the meter first and then to the STS Receiver.

» The Antenna Icon (Y) is present.

*If you are still unable to successfully transfer values to the STS™
Receiver:
» Press the M button on the BG meter to view its display and to
ensure the meter is functioning.

» If the BG meter has no display, replace the meter’s battery.
(Note: The meter’s battery should last at least a year.)

oIf the BGM still fails to function after replacing the meter’s bat-
tery, replace the meter.

*Press one of the STS Receiver buttons and check to see that it is
functioning.

oIf the STS Receiver’s display does not appear, plug the STS Receiv-
er into the charger to make sure that the battery is charged.

*If you still do not see a display, contact DexCom Technical Sup-
port 1-877-DEXCOM4 (339-2664) for further help.
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8.3 TIME DIFFERENCE BETWEEN BG METER AND
STS™ RECEIVER

*The time on the blood glucose meter is matched to the STS Re-
ceiver every time you connect the OneTouch Ultra meter to your

STS Receiver.

*If you notice that a time difference between the meter time and
the STS Receiver time occurs often, contact DexCom Technical
Support at 1-877-DEXCOM4 (339-2664). Your STS Receiver

may need to be replaced.

*DO NOT attempt to change the Ultra Meter time.

8.4 ERROR CODE

The STS Receiver may display Error Codes like the one below.
This indicates that the STS Receiver is not functioning properly.

v

Emor Code: FFDEOO12

*If an error occurs, note the error code number (if applicable).

*Contact DexCom Technical Support at 1-877-DEXCOM4 (339-
2664). You may need to replace your STS Receiver.

*Continue to check BG values on your meter.
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9.1 DEVICE PERFORMANCE CHARACTERISTICS

Performance Characteristics

NOTE

You should have the information in this chapter reviewed by your
healthcare provider. We also suggest that you review this infor-
mation with them in order to understand how well the STS™
System or STS works.

The STS System uses a glucose Sensor to continuously monitor
your glucose levels. The STS Sensor is “calibrated” using your
OnéTouch® Ultra® blood glucose meter. Once calibrated, the STS
System reports glucose values every 5 minutes. In a clinical study,
STS values were compared to blood glucose measurements in order
to assess its performance. Clinical Study findings are presented
below.

Although presentations to characterize performance of the STS
System are given below, there is no commonly accepted statistical
approach for capturing performance of continuous glucose moni-
tors such as the STS System. Performance may be best understood
by viewing graphs called time-elapsed plots. In these plots, the
values from the STS System were recorded over time and were
overlaid with values taken at the same time with a reliable labora-
tory method. Three representative time-elapsed plots are presented
on pages 100-102, Figures 2-4. They are examples of good, aver-
age and poor STS System performance.

Users and healthcare providers should consider that performance
in this study might be idealized. Participants enrolled in the
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clinical study and certain conditions of the study tend to result

in above average glucose control. This, in turn, may result in

the appearance that the STS System agrees with blood glucose
levels better than it does under typical conditions. Monitors that
measure glucose in interstitial fluid often show better agreement to
blood glucose levels when glucose levels are not changing rapidly
or when glucose levels are not extremely low or high. The follow-
ing are some examples of why performance of the STS System may

be idealized.

* The mean Hemoglobin Alc among the 91 participants was
7.6%. Many people with diabetes have higher Alc levels, indi-
cating poorer control of their glucose levels.

* Subjects saw, on average, 6 to 7 fingerstick results per day. This
enables subjects to control their glucose levels better.

* While subjects participated in the clinic portion of the study,
they were more limited in their activities than someone at
home. They were also provided with all their meals. Subjects
who are more active, or with poor eating habits, may create
more challenging conditions for the STS System.

* OnéTouch Ultra meters used in the study were well main-
tained. Because the OneTouch Ultra meter is used to calibrate
the STS System, performance may be poorer if the meter is
not well maintained. It is important to carry out quality-con-
trol checks on the meter and code the meter according to the
manufacturer's instructions to optimize performance of the

STS System.
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Clinical Study Results

To evaluate performance of the STS System, 91 participants were
enrolled in a clinical study conducted at 4 centers. All participants
had Type 1 or Type 2 diabetes mellitus, and required insulin to
manage their diabetes. About 80% of participants had Type 1 dia-
betes and about 20% had Type 2 diabetes. Subjects ranged in age
from 18 to 79 years of age.

Participants used the STS System for approximately nine days
(each participant wore 3 Sensors for 3 days.) STS Receivers were
calibrated approximately 3 times per day using the Lifescan One-
Touch Ultra meter. Approximately half of the participants used
the STS System in a controlled clinic environment for 2 of the 9
days. The remainder of the study took place at home.

While using the STS System in the clinic, 14 participants also
had their blood glucose measured every 20 minutes with a reliable
laboratory method, the Yellow Springs Instrument 2300 STAT
Plus glucose analyzer. This instrument is referred to as the "YSI".
Readings from the STS System were paired with YSI readings in
order to characterize how well STS System results agreed with
blood glucose results. For the remainder of the study, STS results
were paired with OneTouch Ultra blood glucose meter results
when participants were at home. (One OnéTouch meter was used
to calibrate STS, while a second OneTouch meter was used to col-
lect the comparison blood glucose results.)
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Agreement and Accuracy

Agreement between the STS System and blood glucose levels is
characterized using matched pairs of STS and YSI results. Each
YSI measurement was paired with the STS measurement that

was closest in time to it. Agreement between matched pairs was
estimated by calculating the percent difference between the STS
reading and the YSI reading. For example, if the YSI reading is
100 mg/dL and the STS reading is 90 mg/dL, there is a 10% dif-
ference between the two. The mean absolute percent difference is
the average of all of the “distances” between STS readings and YSI
readings viewed as percentages.

The bias was also calculated. Bias is defined as the average differ-
ence between the STS System glucose values and the true glucose
value provided by YSI values. Agreement and Bias are summa-
rized in Table 1 below:

Table 1. STS Sensor-Meter agreement during 3-day of use

Number of paired glucose 676

measurements

Mean Absolute Percent Difference (+SD) 26% (+ 21%)

Bias Approximately +11% across the measuring

range
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The agreement of the STS System to blood glucose levels was also
assessed by calculating the percentage of STS System values that
were within 20%, 30%, and 40% of the YSI reading. For values
less than 80 mg/dL the difference was calculated according to the
percent falling within 20, 30, and 40 mg/dL. The total number
of data pairs considered in this analysis 676. Results are shown in

Table 2.

Tuable 2. Percentage of STS Results Falling Within 20, 30, and 40
Percent of the Paired YSI Result, Stratified According to Glucose

Concentration

YS! Readings Number of Paired % of STS Read- % of STS Read- % of STS Read-

(mg/dL) Readings ing;[:/‘\gihin ing;(;/‘\;jihin ing:(;/(\gihin
40-80* 140 56 74 88
81-120 133 44 63 75
121-240 314 46 67 86
241-350** 89 65 81 93

* For the 40-80 mg/dL range the difference is presented as the difference in mg/dL between the
STS Sensor and YSI, rather than the percent.
** There were no YSI readings above 350 mg/dL observed in these studies.

Performance above 300 mg/dL is characterized by comparing STS

results to OneTouch results. This information is presented in Table

3, below:

Table 3. Percentage of STS Results Falling Within 20, 30, and 40
Percent of the Paired OneTouch Meter Result, Stratified According to
Glucose Concentration

Blood Glucose Number of % of STS Read- % of STS Read- % of STS Read-
Meter Readings Paired ings Within ings Within ings Within
(mg/dL) Readings 20%* 30%* 40%*
>300-350 121 84 98 100
>350-375 32 91 100 100
>375-400 12 83 83 100
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The STS System reports glucose concentrations between 40 and
400 mg/dL. When STS determines the glucose level is below 40
mg/dL, it indicates “LOW.” If STS determines that the glucose
level is above 400 mg/dL, it indicates “HIGH.” The ability of the
STS System to accurately report these occurrences is assessed by
looking at the actual glucose concentrations (as determined by the
YSI analyzer) when “LOW” or “HIGH?” is reported.

* On 20 occasions STS indicated the glucose level was less than 40
mg/dL. Of these, 4 times the glucose level was below 40 mg/dL.
The actual range of glucose concentrations was 18-90 mg/dL
compared to YSI.

* There were 37 occasions when STS indicated the glucose level
was above 400 mg/dL. Of these, 3 times the glucose level was
above 400 mg/dL. The actual range of glucose concentrations

was 245-445 mg/dL compared to YSL.

The Clarke Error Grid was used to determine if STS results are
“clinically accurate”. The Clarke Error Grid divides a correlation
plot into 5 zones, which are described in Table 4.

Results in zones A and B are considered clinically acceptable, while
results in zones C, D, and E are potentially dangerous. They may
result in clinically significant errors. The Clarke Error Grid zones
are labeled on a correlation plot in Figure 1

Table 4. Clarke Error Grid Description

Zone Description
A Clinically Accurate, would lead to correct treatment decisions
B Would lead to small corrections that would keep a normal glucose level state or

would cause no treatment decision

C Would lead to overcorrection of normal glucose levels
D Would lead to failure to be aware of and treatment of high or low glucose levels
E Would lead to erroneous and “dangerous” treatment decisions
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Figure 1 is a correlation plot. Each YSI result (on the horizontal
axis) is matched up with its corresponding STS result (on the verti-
cal axis). A point is recorded where the two values intersect. There
are 733 paired data points recorded.

The measuring range of the YSI is 0-900 mg/dL while the measur-
ing range of the STS System is 40-400 mg/dL. In the graph below,
if STS indicated “LOW” then the reading is recorded as 40 mg/dL.
If STS indicated “HIGH” then the reading is recorded as 400
mg/dL.

Figure 1. Clarke Error Grid, STS Results Compared to YSI Results

0 50 W0 B0 200 250 300 350 400 450
¥S| Result (mg/dl)
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The percentage of STS System results in the above graph are
presented in Table 5 below according to the percentage of points
falling within each zone (A-E). Results are further broken down
(stratified) according to the range of glucose concentration.

Table 5. Stratified Clarke Evror Grid Analysis

Number of

YSI Readings Paired A+B A B C D E
(mg/dL) Readings % % % % % %

<=80 mg/dL 156 69% 52% 17% 0% 31% 0%
81-120 mg/dL 137 99% 44% 55% 2% N/A N/A
121-240 mg/dL 314 98 % 46% 51% 3% N/A 0%
>240 mg/dL 126 87% 57% 29% 14% 0% 0%
Total (40-400 mg/dl) 733 90% 49% 41% 4% 7% 0%

*N/A means that the Clarke Error Grid does not consider the possibility of these zones in that
concentration range.

Low and High Glucose Alerts

The ability of the STS System to detect high and low glucose levels
is assessed by comparing STS results to YSI results at low and high
glucose concentrations, and when the alert sounds. There were 733
pairs of matched STS and YSI results evaluated. We suggest that
you ask your doctor what settings are best for you.

Abbott Ex. 1008 - 47/57 .,



The Low Glucose Alert

Estimates of how well the adjustable Low Glucose Alert performs
are presented in the table below. For example, if you set the STS

Low Glucose Alert to 70 mg/dL, the STS System will alert when

glucose levels drop below 70 mg/dL 57% of the time. Addition-

ally, 24% of the time when the alert sounds, the glucose level will
actually be above 70 mg/dL. If you set the STS the Low Glucose
Alert to 90 mg/dL, the STS System will alert when glucose levels

drop below 90 mg/dL 68% of the time. At this alert level, 9% of
the time when the alarm sounds, the glucose level will actually be
above 90 mg/dL.

Table 6. Hypoglycemic Alert Evaluation

STS Alert Level True Alert Rate* ‘ False Alert Rate**
60 mg/dL 54% ‘ 36%
70 mg/dL 57% ‘ 24%
80 mg/dL 62% ‘ 13%
90 mg/dL 68% 9%

*True Alert Rate is the % of time when the glucose level was at or below the alert setting and the
alert would have sounded.

**False Alert Rate is the % of time when the device would have sounded but the blood glucose
level was above the alert level.

The High Glucose Alert

Estimates of how well the adjustable High Glucose Alert performs
are presented in the table below. For example, if you set the STS
High Glucose Alert to 200 mg/dL, the STS System will alert when
glucose levels rise above 200 mg/dL 98% of the time. Additionally,
31% of the time when the alert sounds, the glucose level will actu-
ally be below 200 mg/dL.
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lable 7. Hyperglycemic Alert Evaluation

STS Alert Level True Alert Rate* False Alert Rate**
140 mg/dL 99% 21%
180 mg/dL 98% 24%
200 mg/dL 98% 31%
240 mg/dL 96% 43%
300 mg/dL 97% 67%

*True Alert Rate is the % of time when the glucose level was at or above the alert setting and the
alert would have sounded.

**False Alert Rate is the % of time when the device would have sounded but the blood glucose
level was below the alert setting.

Calibration Stability

The STS System should be calibrated every 12 hours.  To dem-
onstrate performance of the STS System over a 12-hour calibra-
tion period 91 Sensors were evaluated to verify that performance
remains consistent over the 12 hour calibration period, a portion of
STS Systems are evaluated in 3 hour increments after calibration.
Performance is assessed by comparing the % of STS Sensor readings
falling within 20, 30, and 40 % of the One-Touch reading in each
3 hour period. Minimal deterioration in performance is noted. See

Table 8, below.

Abbott Ex. 1008 - 48/57



Table 8. Percentage of STS Readings Falling Within 20, 30, and 40%

of Onelouch Readings With Data Stratified in Three Hour Increments
After Calibration

Time After Calibra- % of STS Readings % of STS Readings % of STS Readings
tion (hours) Within 20%* Within 30%* Within 40%*
0-3 62 79 89
3-6 63 79 88
6-9 59 81 91
9-12 58 74 85

*The difference from the OneTouch is measured in mg/dl if the meter reading is less than 80
mg/dL.

The performance of the STS System when calibrated less frequently
than the recommendation to calibrate a minimum of every 12
hours has not been studied.

Sensor Stability

STS Sensors may be worn up to 72 hours. To verify that sensors
perform consistently over the 72 hour period, 91 Sensors were
evaluated in 12 hour increments after insertion. Performance is as-
sessed by comparing the % of STS results falling within 20, 30, and
40% of the OneTouch result in each 12 hour increment after the
STS Sensor is inserted.
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Table 9. Percentage of STS Readings Falling Within 20, 30, and 40%
of OneTouch Readings With Data Stratified in 12 Hour Increments
After Sensor Insertion

Time After Insertion % of STS Results Fall- | % of STS Results Fall- | % of STS Results Fall-

(hours ing Within 20%* ing Within 30%* ing Within 40%*
0-12 64 82 91
12-24 63 79 88
24-36 59 76 86
36-48 63 79 88
48-60 58 77 87
60-72 62 81 91

*The difference from the SMBG reading is measured in mg/dL if the meter reading is less than
80 mg/dL or in percent if the meter reading is 80 mg/dL or higher.

Precision of STS System Readings

A separate study of 20 subjects, wearing two STS Systems each was
also conducted. This study was designed to look at how similar
two STS Systems on the same person function (Sensor Precision).
Precision was evaluated by comparing the glucose readings from
the two STS Systems. Results showed that STS Systems generally
agreed with each other within 21%.
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Sensor Life

Sensors may be used for up to 72 hours. Ninety-one sensors were
evaluated to estimate how many sensors continued to work up to
72 hours. Table 10, below, displays how long you can expect a sen-
sor to last. For example, 75% of the sensors lasted between 65 and
72 hours.

Table 10. Estimated Sensor Life

Hours of Use Percentage of Sensors
4-18 hours 8%

20-35 hours 6%

45-64 hours 11%

65-72 hours 75%

Of the 24 sensors that did not last beyond 64 hours, approximately
two-thirds of them became nonfunctional because of device failure
and one-third of them fell off the inserted site. Almost all STS
failures occurred in the first two days.

Number of Readings Provided

The STS System is capable of providing a reading every 5 minutes,
or 288 readings per day. For a variety of reasons, this does not
always happen. Sometimes sensors fail to provide readings after
calibration or readings are skipped. Table 11 below, estimates the
number of readings you can expect to get from the STS System per
day. For example, 47% of STS devices provided between 251 and
288 readings per day.
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lable 11. Number of Readings Provided by Each Sensor per Day

Range of Readings Provided per Day % of STS Devices Providing that number of readings

0-1 10%
36-151 10%
168-220 11%
221-250 22%
251-288 47%

Approximately 17% of readings were lost because the Transmitter

was more than 5 feet away from the Receiver. Most other results

were lost because an error was detected during calibration, causing
a delay in obtaining results. (The error may be operator related or
because of an algorithm problem.)
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Time-Elapsed Plots

Example of STS continuous glucose monitoring overlaid with the
corresponding YSI readings over time are presented below. The
horizontal axis represents time, with the matching STS and YSI
readings plotted above the point in time when the measurements
were taken. The circles (¢) on the graph represent the STS data,

connected by a line. The “Y”s represent the YSI reading.

There are three Figures presented. Figure 2 is an example of when
the STS System performed well, Figure 3 represents a period when
the STS performed in an average manner, and Figure 4 represents

when the STS performed poorly.

Figure 2. Example of "Good” STS Performance
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Figure 3. Example of "Average" STS Performance
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9.2 PRODUCT SPECIFICATIONS

Figure 4. Example of "Poor" STS Performance STS™ SENSOR
Glucose Range 40-400 mg/dl (2.2 - 22.2 mmol/l)
0 Sensor Life Up to 3 days
S Calibration Blood Glucose Measurement-
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Adverse Events
Twenty-one (21) adverse events were reported in 16 of 91 study
participants. These events consisted of 2 blisters, 2 reports of edema

(swelling), and 17 reports of erythema (redness). All were mild and
required no treatment.
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STS TRANSMITTER

Dimensions
(including STS Sensor Pod)

Length: 1.8 inches (4.6 cm)
Width: 1.2 inches (3.0 cm)
Thickness: 0.4 inches (1.0 cm)

Weight (including STS Sensor Pod)

.32 ounces (9 grams)

Communication Range

5ft(1.5m)

Frequency

402-405 MHz

Power Supply

Lithium Battery

Display

Liquid Crystal Display (LCD)

Operational Conditions

Humidity

Temperature: 10°- 42° C (50°- 108° F)
Humidity: Maximum 95 % Relative

Storage Conditions

Temperature: 0°- 45° C (32°- 113° F)

Limited Warranty 6 months

PARAMETER PERFORMANCE CHARACTERISTICS
Frequency Allocation MICS Band

TX/RX Frequency 402.142MHz

Bandwidth 300kHz

Maximum Output Power 25uW EIRP

Modulation On-Off Key

Data Rate 8192 bits/Sec

Total Packet 48 bits

Transmit Duty Cycle

5.86ms every 5 minutes

Data Corruption Detection CRC

Range

5ft

Probability of Transmission
Overlap due to Coexistence
- 20 DexCom STS Tramsnitters
- within 15 feet

<1% probability of Transmission
Overlap; if overlap occurs no

glucose value is received.

Guidance and Manufacturer’s Declaration- Electromagnetic

Immunity

The STS™ Transmitter is intended for use in the electromagnetic
environment specified below. The customer or the user of the STS
Transmitter should assure that it is used in such an environment.

IMMUNITY TEST

1EC 60601
TEST LEVEL

STS TRANSMITTER
COMPLIANCE
LEVEL

ELECTROMAGNETIC
ENVIRONMENT
GUIDANCE

Electromag-

netic Environment-
Guidance
Electrostatic Dis-
charge (ESD)

IEC 61000-4-2

+ 6 kV Contact
+ 8 kV Air

+ 6 kV Contact
+ 8 kV Air

Floors should be wood, con-
crete or ceramic tile. If floors
are covered with synthetic
material, the relative humid-
ity should be at least 30 %

Electrical Fast

+ 2 kV for power

Not Applicable-

+ 2 kV common
mode

Transient /burst supply lines Battery Operated
IEC 61000-4-4 + 1 kV for input/

output lines
Surge + 1 kV differential | Not Applicable-
IEC 61000-4-5 mode Battery Operated

Voltage Dips, Short
Interruptions and
Voltage Variations
on Power Supply
Input Lines

IEC 61000-4-11

<5% U,

(>95% dip in U,)
for 0.5 cycle
40% U,

(60% dip in U,)
for 5 cycles

70% U,

(30% dip in U,)
for 25 cycles
<5% U,

(>95% dip in U,)
for 5 sec

Not Applicable-
Battery Operated
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Power Frequency
(50/60 Hz) Mag-
netic Field

IEC 61000-4-8

3 A/m

3 A/m

Power Frequency magnetic
fields should be at levels
characteristic of a typical
location in a typical commer-
cial of hospital environment

Note: U is the a.c. mains voltage prior to application of the test level
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STS™ RECEIVER

Reading Frequency

Every 5 minutes

Dimensions Length: 4.5 inches (11.4 cm)
Width: 2.3 inches (5.8 cm)
Thickness: 0.85 inches (2.2 cm)

Weight 3.5 ounces (100g)

Communication Range 5ft (1.5 m)

Battery Life 5 days

Memory Storage 30 days

Storage/Operating Conditions

Temperature: 0°- 45° C (32°- 113° F)
Humidity: 10-85 % Relative Humidity

Power Supply

Rechargeable Battery

Charging Time

3 hours

Limited Warranty

6 months
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Guidance and Manufacturer’s Declaration- Electromagnetic

Immunity

The STS™ Receiver is intended for use in the electromagnetic
environment specified below. The customer or the user of the STS
Receiver should assure that it is used in such an environment

IMMUNITY TEST

1EC 60601
TEST LEVEL

STS RECEIVER
COMPLIANCE
LEVEL

ELECTROMAGNETIC ENVI-
RONMENT- GUIDANCE

Electromag-

netic Environment-
Guidance
Electrostatic Dis-
charge (ESD)

IEC 61000-4-2

+ 6 kV Contact
+ 8 kV Air

+ 6 kV Contact
+ 8 kV Air

Floors should be wood, con-
crete or ceramic tile. If floors
are covered with synthetic
material, the relative humidity
should be at least 30 %

Electrical Fast

+ 2 kV for power

+ 2 kV for power

Mains power quality should

+ 2 kV common
mode

+ 2 kV common
mode

Transient /burst supply lines supply lines be that of a typical commer-

IEC 61000-4-4 + 1 kV for input/ + 1 kV for input/ cial or hospital environment.
output lines output lines

Surge + 1 kV differential | + 1 kV differential | Mains power quality should

IEC 61000-4-5 mode mode be that of a typical commer-

cial or hospital environment.

Voltage Dips, Short
Interruptions and
Voltage Variations
on Power Supply
Input Lines

IEC 61000-4-11

<5% U,

(>95% dip in U,))
for 0.5 cycle
40% U,

(60% dip in U,)
for 5 cycles

70% U,

(30% dip in U,)
for 25 cycles

<5% Uy

(>95% dip in U))
for 0.5 cycle
40% U,

(60% dip in U))
for 5 cycles

70% U,

(30% dip in U))
for 25 cycles

Main power quality should be
that of a typical commercial or
hospital environmental.

(50/60 Hz) Mag-
netic Field
IEC 61000-4-8

<5% U, <5%U,
(>95% dip in U,)) (>95% dip in U))
for 5 sec for 5 sec
Power Frequency 3 A/m 3 A/m Power Frequency magnetic

fields should be at levels char-
acteristic of a typical location
in a typical commercial of
hospital environment

Note: U, is the a.c. mains voltage prior to ap[;&\thBraJ{fhEe):s(t le)iebos 54/57
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Guidance and Manufacturer’s Declaration- Electromagnetic
Immunity

The STS™ Receiver is intended for use in the electromagnetic
environment specified below. The customer or the user of the STS
Receiver should assure that it is used in such an environment

IMMUNITY IEC 60601 COM- ELECTROMAGNETIC ENVIRONMENT-
TEST TEST PLIANCE | GUIDANCE
LEVEL LEVEL

Portable and mobile RF communications equipment
should be used no closer to any part of the STS
Receiver, including cables than the recommended
separation distance calculated from the equation
applicable to the frequency of the transmitter.

Recommended Separation Distance

d=1.2P"
Conducted RF | 3 Vrms 3V d=12P" 80MHzto 800 MHz
IEC 61000-4-6 150 k Hz
to 80 MHz d=23P" 800MHzto 2.5 GHz
Radiated RF 3V/m 3V/m Where P is the maximum output power rating of the
IEC 61000-4-3 | 80 MHz to transmitter in watts (W) according to the transmitter
2.5 GHz manufacturer and d is the recommended separation

distance in meters (m).

Field strengths from fixed RF transmitters, as deter-
mined by an electromagnetic site survey * should
be less than the compliance level in each frequency
range °.

Interference may occur in the vicinity of equipment
marked with following symbol:

(((; )

Note 1: At 80 MHz and 800 MHz, the higher frequency range applies
Note 2: These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection from structures, objects and people
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* 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 en-
vironment due to fixed RF transmitters, an electromagnetic site survey should be considered.
If the measure field strength in the location in which the STS™ Receiver is used exceeds the
applicable RG compliance level above, the STS Receiver should be observed to verify normal
operation. If abnormal performance is observed, additional measures may be necessary. Such
ad reorienting or relocating the STS Receiver.

b Over the frequency range 150 KHz to 80 MHz, field strengths should be less than 3 V/m

Recommended Separation Distances Between Portable and
Mobile RF Communications Equipment and STS Receiver

The STS Receiver is intended for use in an electromagnetic
environment in which radiated RF disturbances are controlled.
The customer or the user of the STS Receiver can help prevent
electromagnetic interference by maintaining a minimum distance
between portable and mobile RF communications equipment
(transmitters) and the STS Receiver as recommended below, ac-
cording to the maximum output power of the communications
equipment.
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RATED MAXIMUM SEPARATION DISTANCE

OUTPUT POWER OF | ACCORDING TO FREQUENCY OF TRANS-

TRANSMITTER (W) MITTER (M)
150 kHz to 80 MHz to 800 MHz to
80 MHz 800 MHz 2.5 GHz
d=1.2p" d=1.2p" d=2.3p"

0.01 0.12 0.12 0.23

0.1 0.38 0.38 0.73

1 1.2 1.2 23

10 3.8 3.8 7.3

100 12 12 23

For transmitters rated at a maximum output power not listed
above, the recommended separation distance d in meters (m) can
be estimated using the equation applicable to the frequency of the
transmitter, where P is the maximum output power rating of the
transmitter in watts (W) according to the transmitter manufac-
ture.

Note 1: At 80 MHz and 800 MHz, the separation distance for the
higher frequency range applies.

Note 2: These guidelines may not apply in all situations. Electro-
magnetic propagation is affected by absorption and reflection from
structures, objects and people.

BG METER CONNECTION CABLE

Length 6.6 ft (2m)
CHARGING CABLE
Length 6.6 ft (2 m)
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9.3 FCC REQUIREMENTS

The DexCom STS™ Transmitter covered by this User’s Guide has
been certified under FCC ID:

PH29300
PH29400

The STS Transmitter is authorized by rule under the Medical
Implant Communications Service (part 95 of the FCC Rules)

and must not cause harmful interference to stations operating in
the 400.150-406.000 MHz band in the Meteorological Aids (i.e.
transmitters and receivers used to communicate weather data), the
Meteorological Satellite, or the Earth Exploration Satellite Services
and must accept interference that may be caused by such aids,
including interference that may cause undesired operation.

The STS Transmitter shall be used only in accordance with the
FCC Rules governing the Medical Implant Communications
Service. Analog and digital voice communications are prohibited.
Although the STS Transmitter has been approved by the Federal
Communications Commission, there is no guarantee that it will
not receive interference or that any particular transmission from
the STS Transmitter will be free from interference.
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