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01. Welcome







Hello!

Welcome to Kaleido

— it’s nice to meet you

We’re so excited that you've picked
us, and we can’t wait to get to know
you better. Whether these are your
first steps into insulin pump therapy
oryou’re familiar with insulin pump
therapy, we’re here to help your
transition to Kaleido.

Regardless of your level of experience
with diabetes orinsulin pump therapy,
please read this User Manual carefully
and thoroughly before using Kaleido.
This User Manual can help you as a
person with diabetes, as well as your
carers and your healthcare providers
to understand how to use Kaleido
and answer common questions you
might have. It contains important
information and instructions to make
sure you can use Kaleido safely.

If you have a prescription to use the

Kaleido system in combination with

Diabeloop® DBLG1 System, see page
54 for more information.

Your User Manual is here for you if
you have any questions while using
Kaleido. If you can’t find the answer
or solution, contact Kaleido Care.
The numberis on page 272. For all
medical questions, please contact
your healthcare provider.

Before you can start using Kaleido,
you should receive full training from
one of our certified Kaleido trainers.
They will provide you with most of
the materials you need to start using
Kaleido, and your healthcare provider
will provide you with the rest.

Information contained in this User
Manual:

To ensure the safe and convenient use
of Kaleido and for you to get the most
out of using it, some information in
this User Manual requires your close
attention. This information is shown
as a “Warning” or “Quick Tip”.

“Warning”: informs you about possible
risks to your health. Neglecting to
follow the recommendations of these
warnings may even lead to serious
harm or life-threatening situationsin
some cases.

“Quick Tip”: contains important
information relating to the efficient
and smooth operation of Kaleido.
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System description

Kaleido consists of a portable handset, a pump which holds a cartridge
ofinsulin (filled by the user) and a separate infusion set. You, as a user, are
the intended operator of Kaleido. Kaleido is designed to be used in the
home environment. The pump can be worn on the body. The handset
and pump form a system that is capable of delivering pre-programmed
basal rates and individually programmed boluses. The handset controls
the pump via Bluetooth®wireless technology. All insulin delivered by the
pump is carried out according to the commands programmed on the
handset by the user. The insulin is pumped from the insulin cartridge to
theinfusion set by the pump.

Essential performance

The Kaleido system is capable of delivering U100 rapid acting insulin.

The system delivers insulin with an accuracy of +5% of the desired dose.
Once started, the basal rate continues to operate unless otherwise
programmed/stopped by the user and/or stopped by an alarm condition.
The components of the Kaleido system which are in contact with insulin
areforsingle use only, disposable and provided in a sterile state. The
Kaleido system is capable of detecting infusion occlusions. The occlusion
detection functionality meets the EN ISO 60601-2-24 standard. The
Kaleido system provides audible, visual, and vibratory notifications
specifically foralarms. The Kaleido systemis also able to inform the user
on the battery status of the pump, and when the remaining insulin volume
is low.

Intended use

The Kaleido productisintended for continuous subcutaneous delivery of
insulin atset and variable rates for the management of diabetes mellitus
in adults (=18 years) requiring insulin as prescribed by a physician. The
Kaleido productisintended for the use with NovoRapid® or Humalog®
U-100 rapid-acting insulin. The Kaleido product requires a prescription.



Target Population

While all patients with insulin-dependent diabetes can use insulin pumps,
in patients with type 1 diabetes mellitus (T1DM), insulin therapy by means
of continuous subcutaneous insulininfusion (CSII) with an insulin pump
is a well-established therapeutic option. There is a large body of evidence
showing beneficial effects of CSIlin patients with T1DM, because it mimics
the physiological situation by combining a (quasi)continuous insulin
infusion rate to coverthe basalinsulin requirements with additional bolus
deliveries to cover prandial insulin requirements and corrections of high
glucose values.

Insulin therapy in patients with type 2 diabetes mellitus (T2DM) can be
managed by different treatment strategies such as basal insulin only,
twice-daily premixed insulin, basal-bolus therapy (by means of multiple
dailyinjections [MDI] regimens). National guidelines, however, do not
primarily recommend the use of CSll for this patient group. Itis rather
classified as a special option in case a given patient does not achieve

his therapeutic goal by using MDI. As such, T2DM patients can also use
the Kaleido insulin infusion system. However, the effectiveness of CSllin
T2DM has not yet been robustly demonstrated, despite some positive
evidence. T2DM is a heterogeneous disease with a substantial phenotypic
variability. Therefore, itis difficult to provide general conclusions about
the effectiveness of CSIlin T2DM therapy. Most advanced functions like
various bolus dosages offered by the Kaleido system are not needed for
T2DM treatment and may complicate the device handling for this subject

group.
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Contraindications

Using the Kaleido product for pump therapy is NOT recommended for

peoplewho are:

+ Unableto perform at least four (4) glucose tests per day;

+ Unableto participatein the insulin pump training;

+ Unableto useinsulin doses correctly;

+ Unable to maintain contact with their healthcare provider;

+ Unable to understand and use the Kaleido product according to
instructions;

+ Unableto recognize alarmsvisually or audibly;

- Unableto read the Kaleido handset screen;

+ Do nothave the physical or mental capacity to operate the Kaleido
product;

Elderly people living alone can use the Kaleido system if they are
physically and mentally able, if they understand the pump functions and
can manage the system asintended. Currently, the Kaleido system is not
indicated for children or for use in infusion of other drugs (please refer to
the statement of intended use, for a clear specification of indications of
use and counterindications.

Insulin allergy prohibits the use of any insulin since subcutaneousinsulin
injections would resultin large and painful red skin excoriations and
destruction of theinsulin by the immune system. Although very rare,
insulin allergy is a clinical problem that can be tackled by specialized
desensitization procedures. Desensitization is a procedure that alters
theimmune response to the drug and results in temporary tolerance,
allowing the patient with a drug hypersensitivity reaction to receive an
uninterrupted course of the medication safely. However, the Kaleido
insulin infusion system is not a treatment forinsulin allergy and, as such, is
not recommended for people with insulin intolerance/allergy.



General warnings

WARNING

Do not open the packaging of the
Kaleido disposables until immediately
before use. Sterility of the package
contents cannot be ensured when
opening the packaging before
immediate use. Using non-sterile
components may result in infection.

WARNING

Do not keep Kaleido components near
young children and pets. Swallowing
small parts is a choking hazard.

WARNING

Do not use your pumps and handset
when there are flammable gases
present.

WARNING

Only use accessories and materials
described in the User Manual. Using
othercomponents that have not been
supplied by ViCentra as part of your
Kaleido system may result in increased
electromagnetic emissions, and
decreased electromagnetic immunity,
or decreased safety of use. Using
alternative parts and accessories from
othersuppliers could also damage
your Kaleido products and will
invalidate your warranty.

WARNING

Your connection cable and insulin
cartridge tubing could pose a
strangulation risk. Do not place this

nearoraround a person’s neck and
keep out of reach of children or pets.

WARNING

Do not make any modifications to your
Kaleido products. Safety of use cannot
be guaranteed once modificationsto
the equipment are made, and it will
invalidate yourwarranty.

WARNING

Do not use or store your pumps or
handset neara magneticfield (e.g.
magnets, or an MRI). Doing so could
resultin damageto your pump and
handset.

WARNING

Do not replace the lithium batteries
of the handset or pump. Replacement
of lithium batteries could result

in a hazard and will invalidate the
warranty.

WARNING

Only connect the power adapter to an
appropriate power source to charge
(100-240V, 50-60 Hz). When using

a power source not specified in the
User Manual, safety of use cannot be
guaranteed.

WARNING

Do not use Kaleido if the components
aredamaged. Immediately use an
alternative form of therapy until the

damage has been repaired or replaced.

o
=
=
D}
Q
o
3
)

0T 60 80 L0 9 SO ¥O €0 <0

1T



WARNING

Do not use or store the power adapter,
connection cable, charging dock and
handset in a wet environment. Any
water entering these components may
lead to electric shock.

WARNING

Do not position the pump or handset
in such way that it is difficult to
connect/disconnect the power
adapter.

WARNING

Turn off the handset in areas where
it is prohibited to use Bluetooth®
wireless technology.

WARNING

Only use Kaleido with Humalog® and
NovoRapid® U100 rapid-acting insulin.
Safety of use cannot be guaranteed

if you use different insulin types, or a
mix of insulin types.

WARNING

Dispose of your needles appropriately.
We recommend always using a sharps
bin. See page 246 for additional
information on disposal of sharps.

WARNING

Do not reuse supplies out of the Top-
up Kit. Doing so may contaminate your
insulin and lead to infection.

WARNING

Use Kaleido according to the User
Manual. If you do not follow the
instructions provided, safety of use

and delivery accuracy of the Kaleido
system may be affected.

WARNING

Always follow the advice given to you
by your healthcare provider. Forany
BG/medical related concerns consult
your healthcare provider.

WARNING

To avoid severe skinirritation, ViCentra
recommendsthat users wash their
hands before placing the system
ontheirbody. Likewise, users are
instructed to clean the area of their
skin with an alcohol wipe to prevent
skin reactions. Likewise, to prevent
severe skinirritation and damage,
ViCentra recommends switching the
site of insertion each time customers
place the device on their body.

WARNING

If you intend to use your Kaleido
Pumps as part of the Diabeloop®
DBLG1 closed loop System, only pair
the pumpsto the Diabeloop handset,
not the Kaleido handset (if you
received one). See page 54 for more
information.



Benefits of Kaleido

Pulse technology

Our system is one-of-a-kind and works with micro pulse delivery, which
guaranteesinsulin pumpingthatis consistentand reliable every time.
Knowing that you’re getting exactly what you need, exactly when you
need it means less time thinking about diabetes and more time living your
life.

It’s discreet

Kaleido pumps and handsets are among the smallest around. Our pump
is so compact and light you might forget you’re connected, even with 200
units packed in. With it being only 5 by 3.5 by 1.25 cm bigit’s smaller than
most matchboxes!

Interface

We've designed the Kaleido handset to be simple to use and quick to
navigate. Our handset allows you to make adjustments on the go and
stores up to 90 days of data that can be uploaded to and reviewed via
compatible data management platforms, to be uploaded and accessible
via data uploader software.

Programmable

The Kaleido handset is programmed to deliver basal insulin with
the option based on up to 7 basal profiles. Theinsulin deliveryisin
increments of 0.05 units

Kaleidoculator™

The Kaleidoculator™ helps you with calculating your boluses. There are
two options to deliver a bolus, quick or extended, so all at once or over an
extended period, the user decides.
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Insulin on Board

The Kaleido handset is programmed to keep track of insulin on board
(I10B) and will adjust the bolus offered depending on the Blood Glucose
(BG) and IOB. This can help preventinsulin stacking, which can lead to
hypoglycemia (low BG).

Live life on your own terms

You can choose to pause and remove the Kaleido pump at any time. Your
handset will keep track of how much insulin you have missed while your
pump is paused, so that you can make an informed decision about your
insulin delivery when you are ready to start the pump again.

The handset home screen displays relevant data e.g. battery level of
handset and pump, level of insulin ininsulin cartridge, basal rate, last BG,
last Bolus and pump status.

To patch or not to patch?

With the option to choose your favourite tubing length (5 or 30 cm) and
different places to wear the pump, you can decide to show it off or tuck it
out of sight.

Flexible

Kaleido combines the freedom of a patch pump with the versatility of a
conventional pump. Keep it close with patches with short 5cm tubing or
placeitinto your pocket with a longer 30cm option. Unlike other patch
pumps, Kaleido doesn’t get thrown away.

Kaleido comes with 6 or 9mm cannulas, so, with input from your
healthcare provideryou can choose what works for you. We've also
designed aninserter to aid the cannula insertion.
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Quricons

o
N
A quick guide to all of the icons you'll find on your Kaleido handset and in this -
w
User Manual.
o
~
o
o
o
o
Basal Basal Temporary ~
profile basal rate
o
o
e 0 i
O
—
o
Kaleidoculator Kaleidoculator Kaleidoculator .
Insulin for Carbs* Insulin for Blood Glucose** Insulin on Board =
recommendation recommendation information
Bolus Quick Extended Bolus
Bolus Bolus stopped
Blood Glucose (BG) Insulin on Menu Data
Board Upload
* Carbohydrates

** Blood Glucose or interstitial glucose value
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Status New pump Pump started / Pump stopped /
detected Handset is Handset is not
connected conected

Handset battery Reminder
charging
Insulin Success! Info deleted, Enter
cartridge Info saved or setting turned off, button
setting turned on Lock Screen

passcodes don’t
match, or pairing

failed
Up Down Right Left
button button button button
N Iﬂ
-O- D
/7 I \
Time or date Volume

Brightness changes saved
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Alarms icons
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High priority High priority alarm High priority S
alarm inactivation alarm indicator
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alarm alarm indicator o

O
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Resource Level icons

—
1 I
—
L] L]
Insulin Pump Handset
cartridge battery battery
Insulin Pump Handset
cartridge in battery in battery in
low priority low priority low priority
alarm mode alarm mode alarm mode
Insulin
cartridge in
high priority
alarm mode
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Taking your first steps

When you start using Kaleido, you will receive your Starter Kit
and your very first Top-up Kit. Here’s what you may find in each
box:

NOTE: If you have a prescription to use the Kaleido system in
combination with Diabeloop® DBLG1 System, your Starter Kit
might not include a Kaleido handset. See page 54 for more
information.

Starter Kit

S J— Kaleido.

_ | —
_— | —
—_— |
_—

—
User Manual Kaleido pumps Kaleido handset
X1 X2 x1

—
Chargingdock  Connection cable  Power adapter Inserter
x1 x1 X1 x1

12 Starter Kit
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Top-up Kit
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User Manual Insulin cartridges Syringes Needles

&
x1 x 10 x 10 x 10
o
O
S
Infusion sets Body patches Pump patches  Alcoholwipes
x 10 x 10 x 10 x 10

WARNING WARNING

Check the content of your kits for Do not use supplies out of the Top-up

completeness prior to use. Contact Kit when the packaging is damaged

Kaleido Care or your healthcare or the expiry date has passed. Sterility

provider if the content is not complete.  and safety of the products cannot
be guaranteed once the packaging
is damaged or the expiry date has
passed.

Top-up Kit 13
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Introducing Kaleido

What’s in your Starter Kit?
The items you need to get started”

*You’ll need to provide your own insulin
(or saline, if you start on saline the first time).

User Manual

Read the User Manual prior to use. Make sure you put it
somewhere where you can find it again quickly, just in case any
questions might pop up when you’re using Kaleido.

Kaleido pumps

Kaleido pumps are reusable. We’re sending you two of a
different colour, so that you’ll always have one to wear and one
charged and ready to go.

@ This is where you have to place your Insulin Cartridge
(@ Groove for insulin cartridge tubing

Kaleido handset

The handset is what you’ll use to communicate to your pump
and program in what you’d like it to do. The handset and pump
communicate using Bluetooth® wireless technology. Your
handset will only communicate to one pump at a time. Your
handset can also help you keep track of the insulin deliveries
you give via your pump, as well as any glucose readings and
carbs data you enter into your Kaleidoculator.

—O—
@

Kaleido.

It’s also where you’ll be able to quickly check the important
details, like how much insulin is left in your insulin cartridge
and how much power there is in your pump and handset
batteries.

@ Power button @) Enter button
@) Screen (® Micro USB port
@ Navigation buttons (up, down, left, right) @ Speaker

What’s in your Starter Kit?
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Charging dock

Alongside the connection cable and power adapter, your dock
is what you’ll use to charge your pumps. This way, they’ll
always be ready for action.

@ Charging status light
@ Micro USB port

@ Contact pins

@ Release buttons

Connection cable

Only use this cable to connect your power adapter to either
your Kaleido handset or your charging dock - whichever you
need to charge next. You’ll also need your connection cable if
you want to upload your data.

WARNING

Your connection cable should only be used to charge your
Kaleido products, or to upload data with a computer.

Power adapter

Once you’ve positioned your connection cable, you’ll need
your power adapter to plug into your electrical outlet and start
charging.

Inserter

You will need this reusable inserter to insert your Kaleido
infusion set. Ensure you keep it handy with your Kaleido
disposables.

(D Activation button
QUICKTIP
Do not store your inserter together with

loose BG Strips. BG strips can enter the
inserter and impair its functionality.

What’s in your Starter Kit?

15
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What’s in your Top-up Kits?

The disposable items you need to keep you pumping

Kaleido insulin cartridge

The insulin cartridge holds the insulin you will need for up to
three days of pumping. You will need to replace your insulin
cartridge at least once every three days. You can choose from
two lengths of tubing - go for 5cm or 30cm, just let us know
which you’d prefer.

@ Hole 1 @ Filling cradle catch
Hole 2 Insulin cartridge tubin
8 g
@ Insulin cartridge connector (@) Filling cradle
@ Plastic tab

Syringes & needles

Our syringes and needles fit together and are the only ones that
should be used to fill your insulin cartridges with insulin. You’ll
need one syringe and one needle for every new cartridge you
prepare - that’s one of each at least once every three days.

Infusion set

The infusion set is the part that connects your Kaleido pump to
your body. It uses an introducer needle (that’s removed after
you’ve inserted your infusion set) and tube (called a cannula).
Just like your pump and insulin cartridge, you will need to
replace your infusion set at least once every three days. Kaleido
infusion set cannulas come in two sizes, 6 mm and 9 mm and
insert at a 90° angle. Your healthcare provider will assist you in
choosing the size that works best for you.

@ Paper backing (with sticky patch underneath)
@ Introducer needle, including cannula tube

@ Plastic cap

@) Plastic cap tabs

What’s in your Top-up Kits?



Body & pump patches

These patches will help you wear your Kaleido pump. The
pump patch @ is the part that sticks to your pump and the
body patch (@) goes on your body .

You’ll need to change these patches every time you change
your pump, insulin cartridge and infusion set. You’ll use one
new body patch and one new pump patch at least once every
three days.

@ Pump patch
@ Body patch

Alcohol wipes

Ready for a new infusion set or placing the pump on the body?
Use an alcohol wipe to make sure your skin is ultra clean first.

WARNING

Itis highly recommended to keep a
back-up kit with supplies on hand.
Medical equipment can and does
sometimes stop working due to
technical issues/damage. Itis essential
that you are prepared for such times.
See page 254 for more information

on the contents for such back-up kit.

What’s in your Top-up Kits? 17
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Getting to know your Kaleido

First things first!

Soyou’ve got everything you need to start pumping,
butwhat’s next? First, you need to:

« Remove your pumps and handset from their packaging

« Chargeyourhandset and the pump you would like to use first

How do | charge my handset?

STEP1

Start by connecting your
power adapter and
connection cable. Do this
by inserting the larger
end of the connection
cableinto the USB port at
the bottom of the power
adapter.

WARNING

&

@

STEP2

Insert the smaller end of
the connection cableinto
your handset’s micro USB
port. Ensure the Kaleido
iconis facing upwards.

Your handset battery
is now charging

&

STEP3

Plug your power adapter
into an easily accessible
electrical outlet and then
switch the power on.
You’ll see a chargingicon
onyour handset screen
and the handset will give
two beepsindicating the
handset has started to
charge.

Ensureyou use the DBLG1 handset with the Kaleido pump if you plan to make
use of the closed loop capability. In thisinstance, do not use the Kaleido handset
(if you received one). See page “How do | connect/pair my Kaleido pump to the
Diabeloop®DBLG1 handset?” on page 54 for more information.

How do | charge my handset?



STEP4

If you are charging your
handset for the very first
time or recharging it
afterdraining the battery
right down to empty, we
recommend that you
charge it for at least two to
four hours.

You can always check

how charged your handset
is by scrolling to the
Resource Levels screen.

The handset battery is
fully charged when the
resource icon is fully filled
(see also page 142).

You can send your handset to sleep mode at any
time by briefly pressing the Power button. This will
help you save your handset battery. You can wake
it up again at any time just by pressing the Power
button or the Enter button.

WARNING

Make sure you keep an eye onyour handset battery
and recharge it before the battery is empty. You
should always keep your handset within reachin
case you need to perform any action (adjusting
yourinsulin delivery, orifthere’san alarm) even
whenit’s on charge. Your handset battery will last
approximately 1.5to 2 days at typical usage. But to
preventitfrom running low itis recommended to
chargeitevery night.

Charging your handset will automatically turniton,
even ifitwas previously turned off. You won’t be able
to turnyour handset off while it's being charged.

WARNING

Itis not recommended to let your handset battery
go completely flat, or leave it uncharged for seven
days or more. Should this occur, your handset’s
internal clock will automatically reset and you have
to update the date and time the next time you turn
your handset on.

How do I charge my handset?
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How do | charge my pumps?

]

STEP1 STEP2 STEP3
Detach your Checkthatthereisn’tan Plug your power adapter
connection cable from insulin cartridge already into an easily accessible
your handset, then insert in the pump you want electrical outlet and then
the connection cable to charge. Ifthereis one switch on the power. The
into the micro USB port there, stopyourpump (see  charging status lighton
onyour charging dock. page 215) and removeit. the charging dock will
Ensure the Kaleido-iconis ~ Oncethepumpisfreefrom g5, orange to let you
facing upwards. aninsulin cartridge, click know that

your pump into place on charging has started.

the charging dock.

22 How do | charge my pumps?



STEP4

Once your pump is fully
charged, the charging
status light on the dock
will change from orange to
green. Your pump is now
ready to use.

To remove your pump
from the charging dock,
simultaneously press the
release buttons on either
side of the dock - there
aretwo in total. You’ll feel
your pump release and
you’ll be able to remove it
-no force needed.

When you charge your
pump for thefirst time it
cantake up to 2 hours. If
your pump has beenon
charge for more than four
hours and the charging
status light hasn’t
changed from orange to
green, contact Kaleido
Care.

Make sure your pump is fully charged before use.

You'll wear each of your Kaleido pumps for up to
three days at a time. Once you’ve removed a pump,
it's a good idea to get into the habit of charging it as
soon as you can, so that it’s ready for the next time
you need it.

WARNING

If the charging status light on the charging dock
does not glow when your pump is connected,

the pump is not being charged. Try an alternative
electrical outlet first, and then contact Kaleido
Care/your distributor if you continue to experience
difficulties.

How do | charge my pumps?
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Navigating your Kaleido handset

We designed your handset to be as simple to use as possible.
Your Home screenis divided into five sections, each of which
leads you to a different menu. At the top, you’ll also see handy
details like the time and how full yourinsulin cartridge, pump
and handset batteries are.

BASAL INSULIN CARTRIDGE HANDSET BATTERY BOLUS

Once Your Bolus section
you’re PUMP BATTERY TIME shows you the details
pumping, of the last bolus you

your Basal section
will show the basal
rate you are currently
receiving. If you need
to change or review
your basal profile, just
navigate to Basal and
selectit by pressing
the Enter button.

RESOURCE LEVELS

Your Resource Levels
section shows your
currentInsulin on
Board (loB) on your
home screen. If
you’d like to check
allyour Resource

—

delivered - that’s the
date, time and the
amount of insulin you
got. When you need
to deliver your next
bolus, navigate to
Bolus using the
buttons and press
Enter.

MENU

Ifyou’d like to take a
look at your History,
upload data or check
orupdate your
personal information
or system settings,
you’ll need to

Levels, navigate to H navigate to Menu and
Resource Le%els/IoB Kaleldo' press Enter.
and press Enter. Once STATUS

ou’ve donethis,
¥he Resource Levels N To pause, stop and
screen will display rest_arttyotursptu:ﬁp,
your current battery navigate to Status,
level, insulin cartridge < press Enter and go
volume, loB and from there.
time until cartridge
replacement ~ BUTTONS

)

24 Navigating your Kaleido handset

You can navigate
around your Kaleido
handset simply by
using the up, down,
left, right and Enter
buttons.



The navigation buttons are used to
navigate on the handset screens.
You'll use the up or down buttons to
scroll through numbers and letters
when entering details like your name
and date of birth, and then right or
left to move back and forth between
the different letter and number boxes.
The Enter button is used to confirm all
your decisions and to move you on to
any next steps.

When you receive confirmation
messages from your handset, you
have two options: either wait for them
to time out automatically (this’ll take
a few seconds), or you can just press
Enter to continue a little quicker.

Please be aware that when no button
has been pressed for a few seconds,
your handset screen will go to sleep.
Just press the Power or Enter button
to wake it back up.

You'll use your handset to
communicate with your pump

and control your insulin delivery.
Unless you've paused, stopped or
disconnected your pump, it will

carry on delivering your current basal
profile and any boluses that have
already been programmed. This
insulin delivery will even continue if
you turn your handset off, if it runs
out of battery or you leave it behind
somewhere. Although you won’t be
able to make any changes, deliver new
boluses or hear handset alarms until
you recharge or are reunited with your
handset.

WARNING

Recharge your handset on a frequent
basis. If your handset runs out of
battery you are no longer able to
modify insulin deliveries until you
recharge and turn your handset on
again.

WARNING

Always keep your handset within
reach in case you need to perform any
actions.

Navigating your Kaleido handset 25
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Hints for your handset

Onceyour handsetis charged, it’s time to turniton and start exploring.

How do | turn my handset on?

Hello!

Welcome to Kaleido!

Before you can start pumping,
you'll need to create your very
first Kaleido basal profile and
set the time and date on
your handset too!

Kaleido.

©

D ———

STEP1 STEP2

To turnyour handset on, Turningon your new
just press and hold the handset for the first
Power button for three time? You’ll need to set
seconds. your handset language

first. Use the up ordown
buttons to scroll through
the available languages.
Choose your preferred
language, then press the
Enter button.

Press Enter again to select
Next.

26 Howdo | turn my handset on?



STEP3

Enterthe current date.

Up or down will help you
scrollfrom 0to 9, right

or left button will move
you between the number
boxes. Once you’ve set the
currentdate, press Enter.

STEP 4

Press Enter again to
select Save. Ifyou’ve
accidentally moved to
Save too soon and you
need to change the date
you’ve entered, just press
the up button to go back
tothe number boxes.

How do | turn my handset on? 27
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STEP5

A confirmation message
will pop up. Your date

is set. Press Enter to
continue to the next
screen a little quicker.

28  Howdo I turn my handset on?

STEP6

Enter the current time.

Up ordown will help you
scroll from 0 to 9, right

or left button will move
you between the number
boxes. Once you’ve set the
current time, press Enter.
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STEPT7 STEP8

Press Enter again to Aconfirmation message =

select Save. If you’ve will pop up. Yourtimeis

accidentally moved to set. Press Enter to =

Save too soon and you continue to the next

need to change the time screen a little quicker.

you’ve entered, just press
the up button to go back to
the number boxes.

QUICK TIP

Itis really important that your handset is always
set to the correct time. You can always change date
and time settings later. For more information see
page 197 for time settings and page 199 for date
settings.

How do | turn my handset on? 29



STEP9

You’ll be greeted by a
welcome message telling
you thatyou’ll need to
create your very first basal
profile before you can
start pumping. Press the
Enter button to select Got
it! and then start creating
your first basal profile.

See “How do I create a
basal profile?” on page
81 for more information.

How do | turn my handset on?

STEP 10

Ifit’s not the first time
you’ve turned on your
handset, pressing the
Power button will take
you straight to the Home
screen.




How do | turn my handset off?
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STEP1 STEP2
If you ever want to turn You’ll be asked to confirm =
your handset off, pressand  thatyou want to turnyour
hold the Power button for handset off, select Yes if =

two seconds. you do. If you decide not to
turn off your handset, just
scroll left to No and press
the Enter button.

WARNING

If you turn off your handset, your pump will
continue to deliver the currently programmed
insulin deliveries. If your handset is turned off, you
are not able to modify insulin deliveries until you
turn your handset on again.
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Inserting your Kaleido infusion set

Here’s how to put on aninfusion set.
You’ll need:

« 1xinfusionset
« Your Kaleido inserter
+ 1xalcoholwipe

It’s really important that you only ever place your infusion sets on the sites
that arerecommended by your healthcare provider. This ensures that

you insertinto the right tissue layer and your cannula doesn’t go too deep
ortoo shallow. Ifthis does happen, contact your healthcare provider to
discuss a different cannula length. The pictures on the page opposite are a
guide to show exactly where these sites are, but your healthcare provider
will be able to help you with this too.

It'simportant that you always keep your infusion
sets clean while you’re wearing them. If you ever
choose to pause and remove your pump for a
short period of time, always close the protective
cover onyour infusion set. You can find out
exactly how to do this by checking out how to
remove your pump while it’s paused in “How do |
take my pump off?” on page 72

32 Inserting your Kaleido infusion set



Where can | wear infusion sets?

Provided your healthcare provider has recommended you do so, you can
wear aninfusion seton any of the areas highlighted in green.
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Avoid wearing your infusion S
setin the following areas or
locations: R
+ Highly sensitive areas &
. Qndera vvgistband or d h S
tight clothing
+ Areas exposed to 3
rubbing or bumping
« Overabone @
+ Bruised skin or areas o
with burns or cuts ©
« Bloodvessels —
« 5cm around the belly <
button =
+ Scar tissue/surgical
scars
« Areas with fatty tissue
overgrowth
+ Areas with body piercing
« Tattoos
+ Moles

+ Blood spots/birthmarks

+ Any area that has tough/
rough skin (as the
cannula may not be
inserted deep enough or
maybe become kinked).

Where can | wear infusion sets? 33



34

How do | apply an infusion set?

STEP1

Start by washing and
drying your hands
thoroughly. Grab
everything you need to
change yourinfusion set
and layitoutonaclean
flat surface.

STEP2

Choose where you’d like
to position your infusion
set - it’s good to choose an
area where your clothing
won’t rub against it. Make
sure the skin thereis
clean, dry and free from
body moisturiser. Use an
alcohol wipe to gently
cleanthe areaandthen
allow yourskinto dry
naturally.

WARNING

Do not reuse alcohol
wipes. Doing so may
affect the effectiveness
of the disinfection and
lead to infection.

How do | apply an infusion set?

STEP3

Check the expiry date
and ensure the packaging
and infusion setare not
damaged before use.
Remove the paper lid
onyourinfusion set’s
packaging.

WARNING
Theneedleinthe
infusion setissharp. Do
not touch it before or
after use and dispose
ofitaccordingto
instructions on page
246.



STEP 4

Remove the protective
circle of plastic that’s
sitting on top of your
infusion set.

WARNING

Do nottouch the
cannula before use.
The cannulais sterile.
Touchingthe cannula
before using it may lead
toinfection.

STEP5

With your infusion set still
inits packaging, placeiton
aflat surface. Then, press
the button on the top of
your inserter to make sure
it’sready to use, and line
your inserter up with the
top of your infusion set.

You can do this by
matching up the shape of
theinfusion set with the
imprintin the bottom of
your inserter or making
surethe gap in the base of
theinserter sits above the
tabs on the infusion set’s
plastic cap.

STEP6

Holding your infusion set’s
packagingin place with
one hand, use the otherto
firmly push yourinserter
onto the top of your
infusion set. Push down
untilyou hear the infusion
set clickinto yourinserter.

How do | apply an infusion set?
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STEPT

Lift yourinserter out of the
infusion set packaging.
Check the needleis
straight, but be careful not
totouchit-it’simportant
thatit stays sterile.

Ifthe needle doesn’t
look straight, take a new
infusion set. Repeat from
step 3 onwards. Once you
have inserted your new
infusion set and started
up your pump.

STEP8

Peel the paper backing

off the sticky part of the
infusion set. Try not to
touch the sticky area
underneath the paperasit
could affect how well the
infusion set sticks to your
skin.

How do | apply an infusion set?

STEP9

If possible, use one hand
to hold your skin taut.

Be careful not to touch the
actual spot that you will
insert the cannula into.
Then use your other hand
to position yourinserter
onyour skin. Remember,
you canusethegapin

the base of yourinserter
as a guide for where your
insulin cartridge will
connect to yourinfusion
set. This can help you get
your infusion setin the
right place for where you
want to wear your pump.
Don’t forget to think about
the direction and angle the
tubing is coming from.



STEP 10

When yourinserterisin
theright place, firmly
pressthe button at the
top of your inserter. Keep
theinserter pressed firmly
onto your skin to aid the
insertion.

This will push the infusion
setinto your body - you
may feel a small sting, but
itwill only last a moment.

STEP11

Now that’s done, you can
remove your inserter.
Make sure you pull your
inserter away from your
body in astraightline,
without twisting it, so
thatyou don’tdamage
theinfusion set’s cannula.
Your infusion set will be
securely stuck to your
body and the plastic cap
and needle will be inside
your inserter. Putyour
inserter to one side for
now, but be careful of the
needle.

STEP 12

Gently rub the adhesive
plaster around the edge
of yourinfusion set to
make sure it’s sticking to
your skin properly. Ifit’s
peeling at this stage, it’s
unlikely that it will last for
three full days of wear, so
you should remove it now
and try again with another
one. But, if it’s feeling nice
and secure, then your
infusion set is ready to go.

How do | apply an infusion set?
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STEP13

Now you need to dispose
of your needle. Carefully
remove the plastic cap by
holding onto the tabs to
liftit out of the inserter.

STEP 14

Make sure you dispose of
the needle appropriately.
See page 246 for more
information on disposal of
sharps.

1

STEP 15

Last but not least, don’t
forget to keep your
inserter safe, ready for
nexttime.

You should establish a routine for rotation and
visual examination of yourinfusion set insertion
sites to ensure that the sites remain healthy and free
of redness, irritation, swelling, pain or infection. If
aninfusion site becomesirritated or inflamed, the
infusion set should be removed and another placed
inanew location. Your healthcare provider can
advise you on arotation pattern for the Infusion set

that’s right foryou.

How do | apply an infusion set?



Some important reminders...

WARNING

Rotate yourinfusion sites whenever you change your
infusion set. If you do not rotate your infusion sites, scar
tissue may develop. Scar tissue can disturb the flow of
insulininto your body and may limit your ability to absorb it
properly in the future.

WARNING

Make sure yourinfusion site stays clean. If you see
contamination or dirt on yourinfusion set, you need
to changeitto prevent an infection occurring.

WARNING

Do notreuse infusion set. Doing so may contaminate your
insulin, lead to infection, and possible under or no delivery
ofinsulin.

WARNING

Do not let the Infusion set come in contact with water within
thefirsthour of applying. Making the infusion set wet within
the first hour of application may cause decreased adhesion
properties.

When you apply your infusion set, bearin mind the length
of yourinsulin cartridge’s tubing. If using the 5 cm tubing,
make sure you position it close to where you want to wear
your pump. The tubing should always be slack, never pulled
tight.

39
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Powering up your pump

So now you’ve got to know your handset, you’ve charged your first pump
and put onyour first infusion set, it’s time to learn how to get your pump
ready for action.

First,you’ll need to prepare your new insulin cartridge. After that, it'll be
time to putyourinsulin cartridge into your pump, put your pump on and
then connectyour pump to your handset. We’ll walk you through all of
this over the next few pages, but it might help to get everything that you’ll
need lined up and ready to go before you start.

You’ll need:

« 1xfully charged Kaleido pump + 1xbody patch
+ 1xpouch-packagedinsulin cartridge « 1xpump patch
« 1xsyringe + 1xalcoholwipe
« 1xneedle « Sharps bin

« Yourvial of U100 rapid-acting insulin
(atroom temperature)

40 Powering up your pump



How do | fill my insulin cartridge with insulin?

Filling yourinsulin cartridge properly is really important, so find
aclean, flat surface and make sure everything you need is within
easy reach. When you’re ready, follow these steps.

STEP1

Check the expiry date
and ensure the packaging
and insulin cartridge are
not damaged before use.
Open up the packaging
fromyourinsulin cartridge
by pulling on the bottom.
If you are using aninsulin
cartridge with a30cm
tubing length, remove the
paper tape from the tube.

WARNING

Do not prefill your
insulin cartridges. Only
fillan insulin cartridge
just before use.

STEP2 STEP3
Remove the insulin Remove your syringe from
cartridge and place the its packaging.

insulin cartridgeon a

flat surface so that the
numbers 1and 2 are facing
towards you.

Sometimes the cartridge or filling cradle may have
shifted during transit. Before you fill your cartridge,
ensure the cartridge and filling cradle are aligned.
If something doesn’t look right or the cradle is
crooked, realign it by pulling the cartridge towards
the tiny plastic tab at the top of the filling cradle.

How do I fill my insulin cartridge with insulin?
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STEP 4

Without moving the
plunger, push the tip of the
syringe firmly into Hole 1
so that it fits securely into
thefilling cradle.

STEP5

Holding the syringein
place with one hand, use
the other hand to carefully
pullthe plungerall the
way up to the top of the
syringe. This will remove
any excess air from your
insulin cartridge.

STEP6

Now, remove your syringe
from Hole 1 and push the

plunger back towards the
tip of the syringe.

When pulling the plunger to the top of the syringe,
you should feel some resistance. If you don’t feel
resistance and the plunger pulls up without any
effort, the insulin cartridge may be damaged. Do
not use this insulin cartridge, but use a new one
instead. Contact Kaleido Care about the issue

afterwards.

How do [ fill my insulin cartridge with insulin?



STEP7

Remove your needle from
its packaging. No need to
remove the needle cap
justyet.

WARNING

Always be careful

when you are using the
needle. The needle is
sharp. Make sure not

to touch the needle
before and after use and
dispose of it according
to instructions on page
246.

STEP8

Push the needle (with its
cap still attached) onto
the tip of the syringe
until the two are securely
connected.

Check the expiry date

and then clean the rubber
stopper of the insulin vial
prior to use according
totheinstructions
provided by the insulin
manufacturer.

Ensure that you do not
touch the rubber stopper
of theinsulin vial after
cleaningit.

WARNING

Always follow the insulin manufacturer’s instructions

STEP9

Remove the needle cap
from the needle.

regarding storage and use of insulin, and always
double check the expiration date of your insulin
before you use it. If your insulin has passed its

expiration date, discard and dispose of it according

to the instructions provided by the insulin

manufacturer.

How do [ fill my insulin cartridge with insulin? 43
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STEP 10

Draw the plunger down to
fillthe syringe with 2.5ml
of air.

STEP11

Place thevialon aflat
surfacein front of you
Carefully push the needle
through the rubber
stopper of theinsulin
vial. Push the plunger all
the wayinto putallthe
airfrom the syringe into
thevial. Hold the plunger
down.

How do [ fill my insulin cartridge with insulin?

STEP 12

Turn the vial with the
syringe upside down and
slowly pull the plunger
down untilyou have
drawn just over 2.5ml of
insulinin your syringe.

WARNING

Do not fill an insulin
cartridge with cold
insulin. Only fill the
insulin cartridge using
room temperature
insulin. Filling the insulin
cartridge with cold
insulin may cause air
bubbles to form inside
your insulin cartridge.



STEP 13

Holding your syringe and
insulinvialin one hand,
firmly tap the syringe a few
times on the bottom. This
will assist any air bubbles
rise to the top of the
syringe towards the
needle.

STEP 14

Push the plunger upwards
to push the air bubbles
backinto the insulin vial.
Ensure that thereis 2.5ml
of insulinin your syringe.

STEP 15

Check the syringe for air
bubbles. If there are air
bubbles, repeat steps 13
and 14 as often as needed
to get rid of the air bubbles
in the syringe. This will
help make sure that there
areno airbubblesinthe
syringe that can be pushed
into yourinsulin cartridge
during thefilling process.
Some smallchampagne-
sized air bubbles are
acceptable.

How do I fill my insulin cartridge with insulin? 45
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STEP16

Remove the syringe from
theinsulin vial. Be careful
not to touch the needle.

STEP 17

Hold the syringe with the
needle pointing down.
With your other hand,
give a few firm taps on the
syringe. This will ensure
thatany airbubbles that
remained in the syringe go
upwards near the plunger.
This step will help make
sure that the airbubbles
stay in the syringe near
the plungerand don’t get
pushed into yourinsulin
cartridge duringfilling.

How do [ fill my insulin cartridge with insulin?

STEP 18

Holding yourinsulin
cartridge on aflat surface
with the numbers 1 and

2 facing upwards, gently
place the needleinto Hole
2. Slowly push down the
plunger, filling the insulin
cartridge with insulin.

WARNING

Only introduce the
needle once into the
insulin cartridge during
the filling process.
Introducing it more than
once may resultin leaks.



STEP 19

Stop pushing the plunger
if theinsulin cartridge is
fully filled. Do not push
the plunger completely
down. You will know that
theinsulin cartridge is
fully filled when you see a
drop of insulin coming out
of Hole 1. Itis normal that
some excess insulin may
remain in the syringe after
filling the insulin cartridge.

WARNING

Your insulin cartridge
should always be
completely full before
you start using it.

STEP 20

Remove the syringe from
theinsulin cartridge.
Dispose of the needle

and syringe into a sharps
container /sharps bin.

Be careful not to touch the
needle. See page 246 for
more information.

WARNING

Don’t reuse your
syringes or needles

- doing so may
contaminate your
insulin and lead to
infection. Once you've
used a needle and
syringe once, always
dispose of them
responsibly, straight
away after use. We
recommend always
using a sharps bin. See
page 246 for more

information on disposal.

How do I fill my insulin cartridge with insulin? 47

STEP21

You’ll need to prime and
then remove yourinsulin
cartridge from thefilling
cradle.

Hold the top of your
insulin cartridge with
your fingers on both of the
round edges and squeeze
it further into thefilling
cradle. This willunhook
the plastic tab on the
insulin cartridge from the
filling cradle so that the
insulin cartridge pops
back up.

Then, squeeze the top

of the round edges
downwards fully into the
filling cradle twice and
then release the insulin
cartridge. It’simportant
thatyou squeeze the
insulin cartridge twice
(after unhooking the
insulin cartridge) in order
to succesfully prime your
insulin cartridge.
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STEP 22

Remove theinsulin
cartridge from thefilling
cradle. Now, turn the
filling cradle overand
gently squeeze and lift
the tabs on either side

of yourinsulin cartridge
connectorto unclip it. The
filling cradle can now be
responsibly disposed of.

QO
Q3

STEP 24

Yourinsulin cartridge is
now fully filled, primed
and ready to use.

STEP 23

Afterfilling yourinsulin
cartridge following the
stepsin this User Manual,
there may be some small
airbubblesinyourinsulin
cartridge’s reservoir. If
they are champagne
sized air bubbles, that’s
generally okay and you
canuse thisinsulin
cartridge. You can use the
above image to define

if the air bubbles you
seeinyour cartridge are
“champagne sized” or

if they might be too big.
Do notuse theinsulin
cartridge if the bubbles are
bigger than whatis shown
in the picture above.

48 Howdo I fill myinsulin cartridge with insulin?



How do | put my insulin cartridge into my pump?

If you’ve put on yourinfusion set and filled yourinsulin cartridge, it'’s time
forthe next step. We’'ve made sureit’s as easy as possible to start using
your pump, butit’s always important that you take care and pay attention
—especiallyifit’s your first time.
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Unlessyou are preparing a pump and insulin cartridge for the very first time, you'll 2
need to make sure you've stopped the pump you were most recently using first.
Thisisimportant because your pump can then update the handset with essential S
data, andif you don’tstop your pump, you will get a pump alarm. Once you've -
done that, you can remove and dispose of the insulin cartridge appropriately. o
Then, putyourold pump on charge and carry on with your new pump. S
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STEP1 STEP2

Check thatyourhandsetis ~ Make sure you have your
turned on, thatthescreen  fullyfilled insulin cartridge
is awake and thatit’s ready to go.

within range of the pump

you’re about to use

(approximately 2 meters).
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WARNING WARNING

Do not insert or remove an insulin Stop using your insulin cartridge
cartridge while it is connected to immediately if you think it may have
your infusion set on your body. Your leaked. Replace it immediately with a
Kaleido pumps will dispense a small new and fully filled insulin cartridge.

amount of insulin when you insert or
remove an insulin cartridge.

STEP3 STEP4
Hold your pump with the With the tubingin the Listen out for two beeps,
pump’s white parts facing tubing groove, gently this means yourinsulin
up. Hold your cartridge pressthe cartridge tab cartridge is correctly
above the space and line tofeelitclickinto place. inserted into your pump
itup, tippingitto feed the If everything’s good, and your pumpis ready to
tubinginto the cartridge the back of the insulin connect to your handset.
tubing groove. cartridge will sit flush with

the back of the pump.

Inserting aninsulin cartridge into a pump turns the pump on. Removing the
insulin cartridge turns the pump off. If you've successfully inserted an insulin
cartridge, your pump will beep twice to let you know that everything has gone
to plan and thatitis ready to connectto your handset. Your handset will only

be abletorespond ifit’s turned on, within range of your pump, and if its screen
isawake - ifitis, after a few seconds it will also beep twice. As well as confirming
thatyour pump and handset are ready to connect, the beeps let you know that
your pump and handset alarm systems are working properly. If you don’t hear
the beeps, check that yourinsulin cartridge isinserted correctly, and that your
handset is turned on and within communication range (approximately 2 meters).
If those things don’t help, contact Kaleido Care.

How do | put my insulin cartridge into my pump?



How do | pair my Kaleido pump with my
Kaleido handset?

Pairing ensures that your pump and handset can communicate with each other.
This only needs to be performed when you use that pump for the first time. Before
you can pairanew pump (or try to connect your pump to your handset after
you've paired them, as shown on page 53) you'll need to have set at least one
basal profile.
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If you have not yet set a basal profile, see page 81 for how to do this. &
Afteryou have set your basal profile, make sure that your handset is turned on -
and thatyou have clicked the cartridge into place in the pump (see step 4 on page =
50). Ensure you keep the pump and handset within reach during the whole o]
pairing process.
<
&
3

STEP1 STEP2 STEP3

Once your handset Your pump and handset Once the pairing process
recognizesyou’veinserted  are pairing. Wait for the is successful, the handset
aninsulin cartridge into pairing to succeed. This will show a confirmation
your pump, your handset mighttake uptoa minute. ~ message and the pump
will show a message will beep three times
confirming thata pump toindicate pairing was
has been detected. Make successful. Press the Enter
sure the pump colouron button to continue.

your screen matches the WARNING

pump you're tryingto Do not pairyour pumpsto your Kaleido Handset (ifyou

f:géwhpigg:tuhzrsr:f:rdy received one) if you intend to use the system as part

button to select Pair. of the Diabeloop® DBLG1 System. See page “How do |
connect/pair my Kaleido pump to the Diabeloop® DBLG1
handset?” on page 54 for more information.
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QUICK TIP

If you already have at least one basal profile saved, your handset will
automatically connect to your pump after successful pairing (step 3) and ask
you if you are using a new, fully filled insulin cartridge. You can now apply your
pump to your body. See “How do [ apply my pump to my body?” on page 55.

QUICK TIP
If you do not recognize
the pump colour, or you
didn’t start the pairing
process, you should
ignore the pairing
request. Just scroll right
to Yes and press Enter to
select it. Then, select Yes
toignore pairing.

QUICK TIP
In case you already
paired another pump
of that colour to the
handset, a confirmation
message will appear.
Press the Enter button
to select Yes. This will
replace your previous
pump of that name and
unpair the previous

pump from the handset.

If you do not want to
replace your previous
pump, just scroll left
to select No and press
Enter to select it.

QUICK TIP
In some cases, pairing
might not succeed the
first time. Ensure your
handset and pump

are within reach. Press
the Enter button to

go back to the pairing
message in step 1. If

you are unable to pair
your pump after a few
attempts, check that
your insulin cartridge is
inserter properly. If this
did not resolve the issue,
contact Kaleido Care.

How do | pair my Kaleido pump with my Kaleido handset?



How do | connect my Kaleido pump with my
Kaleido handset?

The Ignore option should only be used for training purposes. If you delayed
connecting your handset to your pump for too long, your handset will go into
sleep mode. It will remember that it’s detected a pump and will beep once every
minute as a reminder for you to wake the handset and complete the connection
process. Complete the connection process and then follow the instructions

on the screen. As your pump uses rapid-acting insulin only, do not delay in
connecting your handset to your pump and connecting to your infusion set
unless instructed by your healthcare provider.

STEP1

Onceitrecognizes you’ve
inserted anew insulin
cartridge into your pump,
your handset will show a
message confirming that a
pump has been detected.
Make sure the pump name
on your handset matches
the pump you’re trying

to connectto. When you
areready, press the Enter
button to select Connect.

Your pumps are named
after their colour - if you
have a purple pump,

its name will be Purple
Pump. A turquoise
pump will be your
Turquoise Pump.

Your handset won’t
be able to connect
to a pump unless
you have at least one
basal profile saved.
Your handset will let
you know if there’s a
problem.

How do | connect my Kaleido pump with my Kaleido handset?
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How do | connect/pair my Kaleido pump to the
Diabeloop® DBLG1 handset?

NOTE: This chapter only applies if you received a prescription to
use Kaleido in combination with the Diabeloop® DBLG1 System.

Kaleido, in combination with the Diabeloop® DBLG1 (handset) and Dexcom G6
Continuous Glucose Monitoring (CGM) system provides an automated insulin
delivery system for people with diabetes. The automated insulin delivery
technology is developed by Diabeloop® and runs on the dedicated Diabeloop®
handset. Thistechnology analyses the real time user data, measured with the
Dexcom G6, and determines the correct dose of the insulin to deliver. The DBLG1
in combination with the G6 and Kaleido pump offer the user a hybrid closed loop
capability.

You received a Kaleido Starter Kit that contains our Kaleido system. If you have
a prescription to use the Kaleido system in combination with the Diabeloop®
DBLG1 System, you must check the User Guide provided with your
Diabeloop® DBLG1 handset!

To use the Diabeloop® DBLG1 system, you will need
to have received the Diabeloop® DBLG1 handset and
the Dexcom G6 device and their User Guides.

@ Diabeloop® DBLG1 Handset
(@ Dexcom G6
@ Kaleido Pump

WARNING

If you intend to use your Kaleido
Pumps as part of the Diabeloop®
DBLG1 closed loop System, only pair
the pumps to the Diabeloop handset,
not the Kaleido handset (if you
received one).

How do | connect/pair my Kaleido pump to the Diabeloop® DBLG1 handset?



How do | apply my pump to my body?

First, you have to tell your handset whether you are using a new,
fully filled insulin cartridge. After, you apply the pump to your

body.

STEP1

Your handset will ask if
you have used a new, fully
filled insulin cartridge.
Select Yes if this s correct
(if not, see “Can I remove
aninsulin cartridge and
putitbackin my pump?”
onpage 64).

STEP 2

A message will pop

up to remind you to
prepare and apply your
pump. This message

will time out after a few
seconds, butyou can press
Enter to jump to the next
screen a little quicker.

How do | apply my pump to my body? 55
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You'll find your body patches and pump patches in your Top-up Kit - you’ll need
one of each every time you change your pump or insulin cartridge. The two
connect together and help keep your pump securely in place whenever you're

wearing it.

Keep your fingers away from the sticky areas on your patches, touching them

will make them less sticky.

STEP3

Time to apply your pump.
Keepingin mind the
location of yourinfusion
set and the length of your
insulin cartridge tubing,
decide where you’d like to
wear your pump. Choose
somewhere your clothing
won’trub againstitand
make sure your skin is
clean, dry and free from
body moisturiser. Use an
alcohol wipe to gently
cleanthe area and then
allow your skintodry
naturally.

@ Pump patch
@ Body patch

WARNING

Do not reuse alcohol
wipes. Doing so may
affect the effectiveness
of the disinfection and
lead to infection.

How do I apply my pump to my body?

STEP 4

Take your pump patch @
and peel off the paper
backing that covers the
back of the patch. This
will reveal the patch’s
adhesive.



WARNING

Make sure that the back of your pump is clean and
dry before you attach a pump patch. It'll ensure

a better bond between the patch and pump, and
prevent your pump from coming loose over time.
See page 244 for more information on cleaning
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STEP5 STEP6 =

Stick the pump patch to Take your body patch @ .

the bottom of your pump, and, without removing —

sothatitcoverstheinsulin  its paperbacking, stick

cartridge and the fuzzy it to your pump patch

hexagon shape is facing by pressing together the

outwards. fuzzy hexagon shapes. Try

and make sure your body
patch lines up neatly with
your pump.

How do I apply my pump to my body? 57
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STEP7

Being careful to support
the weight of your pump,
clip the connector at

the end of yourinsulin
cartridge tubinginto your
infusion set. You’ll know
it’s secure when you hear
the two distinct clicks as
therightand left hand
sides connect.

58  Howdo | apply my pump to my body?



STEP8

Check whether the
connectoris smoothly
aligned with the infusion
set. If connected properly
it should feel like a smooth
surface, with no bumps or

gaps.

STEP9 STEP 10

Holding onto your pump, Place your pump where
peel off the paperbacking  you’d like to wear it. Be
from the top of your body careful not to stretch or
patch. kink yourinsulin cartridge
tubing. The sticky side of
your body patch should
now be touching your skin.

Once you've placed your pump where you want it,
try not to play with it too much or bringitinto contact
with water during the first hour of wear. This will
make sureit’s stuck securely.

How do I apply my pump to my body?
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Why do | need to prime my cannula?

You have already primed your insulin cartridge tubing and
connector during the cartridge filling process. If you’re using a
new infusion set you currently have inserted, you will still need
to prime the cannula to ensure you receive the right amount of
insulin straight away.

How much insulin do you need to deliver to prime your
cannula? Kaleido is already programmed to give you the
right amount of insulin to prime your cannula based on your
cannulasize. Allyou need to dois tell your handset which
size cannula you’re currently using =6 mmor 9 mm. Fora 6
mm cannula the prime volumeis 0.20 units, and fora9 mm
cannula, the prime volume is 0.25 units.

Do I always need to prime my cannula?

Almost always, yes. If you've inserted a new infusion set, you
should always prime your cannula. If you have only changed
yourinsulin cartridge, or your pump, or you stopped your
pump and then restarted it, you don’t need to prime your
cannula because it was already primed when you first started
usingit.

60  Whydo I need to prime my cannula?



How do | prime the infusion set and
start pumping?

STEP1

Back to your handset.
It'llnow ask you if your
infusion setis new and if
you would like to prime
your cannula. You have
three options to choose
from:

«If you have a new infusion
set witha 6 mm cannula,
press Enter to select Yes,

6 mm.

«Ifyou have a new infusion
set witha 9 mm cannula,
scroll down to Yes, 9 mm,
then press Enter to select

it.

How do | prime the infusion set and start pumping?

«Ifyou are notusing a new
infusion set, just press the
left button to scroll to No

and press Enter to select it.

If you select No, you’ll just
be asked if you’re ready
to start pumping. If you
select “Yes’ your pump will
start.

You can find out more
about priming your
cannula by checking out
“Why do I need to prime my
cannula?” on page 60.
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If you’ve changed your mind, just
press the left button to scroll to No.
Press Enter to select it. Your handset
will confirm that your cannula won’t
be primed and that your pump is
stopped, and then you'll be taken
back to the Home screen.

STEP2

If you chose Yes, 6 mm or
Yes, 9 mm you’ll now be
asked if you’re ready to
prime your cannula and
start pumping. Are you
wearing your prepared
pump and infusion set and
ready to start pumping? If
so, select Yes again.

62  Howdo | prime the infusion set and start pumping?



Once your pump and handset are connected and your pump is in use, make
sure you always stop your pump first before removing the insulin cartridge from
it - you'll get an alarm if you don’t and imporant data won’t be transferred from
your pump to your handset.

The priming speed is 1 U per minute. Typically, priming will take only a few
seconds.

STEP3 STEP4 STEP5

Your cannulais now Once priming has The Home screen will now
being primed. The completed, your handset display your new pump
countdown displayed on will confirm that pumping  details.

your handsetindicates has started. You can let

priming progress. the confirmation message

time out after a few
seconds, or press Enter to
jump back to the Home
screen a little quicker.

WARNING

Monitor your blood glucose levels closely during
the use of Kaleido. If you are unable to manage
your glucose levels using Kaleido, or you feel that
something is not right with using Kaleido, stop
using Kaleido and switch to an alternative therapy
method as consulted with your healthcare provider.

How do | prime the infusion set and start pumping?
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Can I remove an insulin cartridge and put it
backin my pump?

Sometimes, you might need to remove an insulin cartridge from your

pump because of an alarm or for some other reason. If this happens, you

canreinsertthe cartridge to carry on usingit, as long as:

- Thiswas the lastinsulin cartridge in use

-Theinsulin and insulin cartridge are less than 3 days old

-Theinsulin and insulin cartridge have not been exposed to
temperatures outside their recommended use

-Theinsulin cartridge is not empty

STEP1
Before you remove (or WARNING
reinsert) your insulin Your Kaleido pumps will dispense a small

cartridge, first make sure

th ; amount of insulin when you insert an
atyou’ve stopped your . . .
Kaleido pump and insulin cartridge. For your safety, never
disconnected your pump insert or remove an insulin cartridge
fromyourinfusion set (see while wearing your Kaleido pump or if it’s

How do I take my pump connected to your current infusion set.
off?” on page 72).

WARNING

Always stop your pump first before
removing an insulin cartridge. Failure

to do so will cause therapy data from
your pump not being transferred to your
handset.

64 Can I remove an insulin cartridge and put it back in my pump?



If you're not ready to select either Ignore or
Connect, your handset will remember that it's
detected a pump and will beep once every minute
as a reminder until you have connected your

handset to your pump.

STEP2

When you’re ready,
reinsert the insulin
cartridge into your pump.
Your handset will show a
message confirming that
it’s detected your pump
again.

Make sure the pump name
onyour handset matches
the pump you want to use,
then press the Enter
button to select Connect.

Can I remove an insulin cartridge and put it back in my pump?

STEP3

Your handset will ask if
you have used a new, fully
filled insulin cartridge.
Thistime, you’ll need to
scroll left to No and then
press the Enter button to
select.
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WARNING

Do not reuse insulin cartridges. Doing so may
contaminate yourinsulin, lead to infection, and
possible under orno delivery of insulin.

STEP 4

Your handset will ask if
thisistheinsulin cartridge
you were last using. Ifit s,
select Yes.

Ifit’s not the cartridge you
were last using, select No.
You won’t be able to reuse
theinsulin cartridge and
your handset will guide
you through what to do
next.

STEP5

A message will pop up to
remind you to prepare and
apply your pump as well
as connecting yourinsulin
cartridge to the infusion
set - this message will time
out after a few seconds,
butyou can press Enter to
jump to the next screena
little quicker.

Can I remove an insulin cartridge and put it back in my pump?



You need to replace your pump and body patches
after you've reinserted an insulin cartridge. “How do
I put my insulin cartridge into my pump?” on page
49, “How do | connect my Kaleido pump with my
Kaleido handset?” on page 53 and “How do | apply
my pump to my body?” on page 55 for a reminder

of how to do this.

STEP6

Your handset will now ask
you if yourinfusion setis
new and if you would like
to prime your cannula.
You have three options to
choose from:

«If you have a new infusion
setwitha 6 mmcannula
press Enter to select Yes, 6
mm.

«If you have a new infusion
setwith a9 mm cannula,
scroll down to Yes, 9 mm,

then press Enter to selectit.

Can I remove an insulin cartridge and put it back in my pump?

«Ifyou’re not using a new
infusion set, just press the
left button to scrollto No,
then press Enter to select
it. If you select No, you’ll
be asked if you’re ready
to start pumping. If you
select ‘Yes’ your pump will
start.

You can find out more
about priming your
cannula by checking out
“Why do I need to prime my
cannula?” on page 60.
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If you’ve changed your
mind, just press the left
button to scroll to No.
Press Enter to select it.
Your handset will confirm
that your cannula won’t
be primed and that your
pump is stopped, and then
you’ll be taken back to the
Home screen.

STEP7

If you chose Yes, 6 mm or
Yes 9 mm, you’ll now be
asked if you’re ready to
prime your cannula and
start pumping. Are you
wearing your prepared
pump and infusion set and
ready to go? Select Yes
again.

Don’tselect Yes until
you’re wearing your pump
andinfusion setand ready
to start receiving insulin.
Your handset will stay on
this screen for aslong as
you need it to.

68 Can I remove an insulin cartridge and put it back in my pump?



STEP8 STEP9

Your cannulais now Once priming has

being primed. The completed, pumping will
countdown displayed on automatically start and
your handset indicates your handset will confirm

priming progress.

this foryou. Press
Enterto jump back to
the Home screen a little
quicker.

STEP 10

The Home screen will
continue to display your
pump’s details.

Can I'remove an insulin cartridge and put it back in my pump? 69
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What if  don’t want to start pumping

straight away?

There might come a time when you insertan insulin cartridge into your
pump, butyou’re not ready to start pumping straight away. Here’s what

you’ll need to do:

STEP1

When your handset asks
you if you’re ready to
prime your cannula and
start pumping (or just
whetheryou’re ready to
start pumpingifyou’ve

chosen notto prime your

cannula), scroll left and
press Enter to select No.

Your pump will then enter
Stop mode.

When your pump s in Stop mode, your handset
and pump will stay connected but your pump will
notdeliverany insulin. The Bolus menu will be
inaccessible from your Home screen and you’ll also
be unableto set atemporary basal rate.

What if  don’t want to start pumping straight away?

STEP2

Later, when you’re ready
to start pumping, just go
to the Status menu and
select Start pumping to
get going (see “How do

I restartmy pump?”on
page 217).You'll be given
another chance to prime
your cannula at this point
too.




What if | don’t want to connect my handset
to a pump straight away?
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STEP1 STEP2

You can choose to When you’re ready to start
postpone connectingyour  aconnection, ensure you

0t

1T

handsetand pump. Allyou
haveto doisselectIgnore
when your handset
confirms thatit has

are not connected up

to yourinfusion set and
then reinsert yourinsulin
cartridge into your pump

and follow the instructions
onscreen.

detected a new pump.

The Ignore option should only be used for training purposes. If
you delayed connecting your handset to your pump and your
handset went into sleep mode before connecting, it will remember
that it’s detected a pump and will beep once every minute as a
reminder for you to turn it back on and complete the connection
process. Complete the connection process and then follow the
instructions on the screen. As your pump uses rapid-acting insulin
only, do not delay in connecting your handset to your pump

and connecting to your infusion set unless instructed by your
healthcare provider.

What if | don’t want to connect my handset to a pump straight away? 71
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How do | take my pump off?

There are two reasons why you might want to take off

your pump:

« Ifyou’ve paused or stopped it and want to remove it temporarily

. Ifyou’reready to swap over to your other Kaleido pump

To remove your pump while it’s paused or stopped

STEP1 STEP 2
Wash your hands Follow “How do I pause my
thoroughly. pump?”on page 211 to

putyour pump on pause.

Always pause or stop your pump prior to removing
the pump. Otherwise, insulin may be spilled. See
“How do | pause my pump?” on page 211 and

“How do | stop my pump?” on page 215 for more
information.

How do | take my pump off?

STEP3

Gently squeeze the tabs on
the side of yourinsulin
cartridge connector

to unclip itfrom your
infusion set - your pump
and infusion set are now
separated.



STEP4

Close the protective cover
onyourinfusion set.

STEP5

You can now take your
pump off by lifting it away
from your body patch.

If you’re planning to put
the pump back on soon,
just leave your body patch
in place.

STEP6

When you’re ready to
putyour pump back on,
reconnect yourinsulin
cartridge connector to
your infusion set and
reattach your pump.

For help to restart your
pump onceitis stopped,
see “How do | unpause my
pump?”on page 213.

How do | take my pump off? 73
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Removing your pump and infusion set
at the end of use

STEP1
Wash your hands.

STEP2

Follow “How do I stop my
pump?”on page 215 to
stop your pump.

Stop your pump before
you remove your insulin
cartridge. You'll get

an alarmif you don't.
This way you make
sure all the data from
your pump has been
communicated to your
handset

STEP3

Onceyour pumpis
stopped, gently squeeze
the tabs on the side of
yourinsulin cartridge
connectorto unclip it from
your infusion set - your
pump and infusion set are
now separated.

Removing your pump and infusion set at the end of use



STEP4 STEPS5

You can now take your Once that’s done, gently

pump off by lifting it away remove the body patch

from your body patch. from your skin and the
pump patch from the back
of your pump.

WARNING

Do not reuse body

and pump patches or
use them longerthan
three days. Doing so
may lose their adhesive
properties, which could
resultinyour pump
becoming detached
during use.

Removing your pump and infusion set at the end of use 75
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When you need to swap over to your other pump,
you must first stop your pump, then remove the
old insulin cartridge from the pump you were just
using. Then you can connect your handset to your
new pump. This way you make sure your handset is
not connected to your used pump, so that you can
connect your new pump right away.

afe

STEP6 STEPT7 STEP8
Take theinsulin cartridge To remove your infusion Dispose of your infusion
out of your pump. set, peel the adhesive set, insulin cartridge,

away fromyourskin-after ~ body and pump patches
afewdaysuse,itwillhave  appropriately (see page
lost a little of its stickiness, 246 for more information
but take care not to pullit ondisposal) and then
too hard. wash your hands again.

Removing your pump and infusion set at the end of use
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STEP9 STEP 10

Make sure you recharge You’re now ready to
your pump straight away prepare your nextinsulin
soit’s ready to go the next cartridge and pump.
time you need it.

Removing your pump and infusion set at the end of use 77






03. Basal



Basal Rates

The Basal menu of your home screen contains
all Kaleido’s functions related to your basal
insulin rates.

Instead of giving yourself one dose of long
actinginsulin every 24 hours, your pump
delivers a pre-programmed, continuous dose
of insulin throughout the day and night. This
continuous dose is called a basal rate. A basal
rate is programmed hour-by-hourin 24 hour
chunks. This hourly rate is known as your
basal rate and each pre-programmed 24 hour
period is known as a basal profile. A basal rate
is pre-programmed in advance, it doesn’t take
into account the food you eat or the activities
you take partin. It works in the background,
keeping things steady.

If you want to create a basal profile, follow the
steps on the next page.



How do | create a basal profile?

Creating your own basal profiles using your Kaleido handset is pretty

straightforward.

QUICKTIP
Your handset won’t be able to pairor
connect to a pump unlessyou have at
least one basal profile saved on your
handset.

STEP1

Onthe Home screen, scroll
to Basal and press Enter to
select.

QUICKTIP

We all live very different lives, which
meansthat the amount ofinsulin

we need can be very different too. Your
healthcare provider will advise you
about the delivery of insulin that suits
you best before you start creating basal
profiles on your Kaleido handset.

STEP2

Scrollto and select Create
new profile.

QUICKTIP

You might not need the same amount
of insulin on every single day of the
week and that’s why Kaleido can

help you create lots of different basal
profiles, up to seven. See “How do |
change to a different basal profile?” on
page 86 for help with this.

How do | create a basal profile? 81
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QUICK TIP

To avoid confusion, it’s a good idea to give all of
your basal profiles a completely unique name (one
thatis applicable as to what they are programmed /
designed for. e.g., sports day, holidays or weekend)

STEP3

Press the left orright
buttons to scroll between
each hourly segment.

You have to set a basal

rate for all 24 hours of the
day. Press the up or down
buttons to select the basal
rate recommended by your
healthcare provider for
each hour. Below the basal
profile graph, you’ll see
details of the houryou’re
currently setting, along
with the rate that you are
entering.

You can set basal rates
inincrements astiny as
0.05 units of insulin. The
smallest basal rate you can
setforan houris 0.05 units,
the largestis 5 units.

STEP4

When you’ve entered a
basal rate for each hour
and your new basal profile
is ready, press the Enter
button. Press Enter again
to select Next.

If you want to return to the
basal profile graph before

you select Next, just press

the up button.

How do | create a basal profile?

STEP5

Nextup, it’stimeto entera
name for your new basal
profile.

Use the up ordown
buttons to scroll to the
letter or number you want
to use. Press theright
button to move onto the
next letter orenter
aspace.

To scroll through the
alphabet quickly, just
press and hold the up
ordown button.
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QUICK TIP
You can stop creating the basal profile at any point
inthe process by scrolling left and selecting Cancel.
Justremember that you need one basal profile set
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before Kaleido can start pumping. S
&
&
QUICKTIP
If you’re creating your 2
very first basal profile, o
itwill automatically be *®
set as the default basal 3
profile for pumping.
(]

STEP6 STEP7

Whenyou’ve namedyour  Yourhandset will confirm
basal profile, press Enter that your basal profile has
and select Save. been saved. Press Enter to

return to the Home screen
a little quicker.

In this chapter, example
basal profiles are shown.
To setup yourown

basal profiles, follow

the settings you agreed
on with your healthcare
provider.

How do | create a basal profile? 83
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How do | create a basal profile?

QUICKTIP

Your handset can store up
to seven basal profiles at
atime. In casethere are
already seven profiles,
you’llneed to delete a
basal profile before you
can create anew one.
“How do | delete a basal
profile?” on page 98 for
more info.
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| need to check which basal profile is
currently pumping.
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STEP1 STEP2 STEP3

Onthe Homescreen, scroll  Scroll to and select View Your handset will show
to Basal and press Enter current profile. you the basal profile that
to select. you’re currently pumping.

Use the left or right
buttons to scroll through
the hourly basal rates.
Press Enter and then Enter
again to select Back and
go back to the Basal menu.

I need to check which basal profile is currently pumping 85



86

How do | change to a different basal profile?

STEP1 STEP2 STEP3

Onthe Homescreen, scroll  Scroll to and select Your handset will show

to Basal and press Enter Change profile. you a list of your saved

to select. basal profiles. Scroll to the

oneyou’d like to change to
and then press the Enter
button.

Youwon’tbe able to select
the basal profile that
you’re currently running.

QUICKTIP

Running a temporary basal rate? You won’t be able
to change to a different basal profile while your
temporary basal rate is still going, so you'll either
have to stop your temporary basal rate first or just
wait until it’s finished to make your change.

How do | change to a different basal profile?
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STEP4 STEP5 STEP6

Press Enter to select Press Enter again to Aconfirmation message

Accept. Deliver the new basal will pop up - press Enter to
profile. return to the Home screen

a little quicker.

How do | change to a different basal profile? 87



Editing your basal profiles

Over time, you may need to change your basal profiles. Let’s take a look at
allthe changes you can make.

How do | modify a basal profile?

Need to adjust a basal profile?
Justfollow these steps:

STEP1 STEP2 STEP3

Onthe Homescreen,scroll  Scrollto and select Edit Scrollto and select the
toBasaland pressEnterto  profile. profile you’d like to
select. modify.

You can’t edit the basal
profile that your pump is
currently pumping, soyou
won’tbe able to select it
from this list of saved basal
profiles. If you want to
edit the basal profile that
your pump is currently
pumping, first switch to
another basal profile and
then come back and edit
the basal profile.

88 How do | modify a basal profile?



QUICKTIP

You can select Cancel
and return to the Edit
profile menu whenever
you like. Ifyou do, any
changesyou’ve made
won’t be saved and your
basal profile will remain
unchanged.

STEP 4
Select Modify profile.

STEP5

The profile you’ve selected
will pop up onyour
handset. Press the left
orright buttons to scroll
between the hourly
segments. Then, just like
when you first created
your basal profile, you
can press the up ordown
buttons to increase or
decrease any of the basal
rate amounts.

How do | modify a basal profile? 89
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STEP6 STEPT

When you have made the Aconfirmation message
modifications, pressEnter  will pop up - your changes

and then Enter again to have been saved. Press

select Save. Enter to return to the
Home screen straight
away.

90 How do | modify a basal profile?
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How do | rename a basal profile?
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follow these steps:

90 SO0 ¥0

10

0T 60 80

1T

STEP1 STEP2 STEP3

Onthe Homescreen,scroll  Scrollto and select Edit Scrollto and select the
to Basal and press Enter profile. profile you’d like to

to select. rename.

You can’trename the basal
profile thatyour pumpis
currently pumping, and so
youwon’t be able to select
it from this list of saved
basal profiles.

How do | rename a basal profile? 91



QUICKTIP

You can select Cancel
and return to the Edit
profile menu whenever
you like. If you do, any
changes you've made
won’t be saved and
the name of your basal
profile will remain
unchanged.

STEP 4 STEPS5

Scrollto and select The profile you’ve
Rename profile and selected will appear on
press enter. your handset. Use the

left, right, up or down
buttons to scroll through
the letters and change
your profile’s name. Each
basal profile you set must
have a different name.

92 How do | rename a basal profile?



STEP6
When you have named

your basal profile, press
Enter again to select Save.

STEP7

A confirmation message
will pop up - your profile
name has been changed.
Press Enter to return to the
Home screen.

How do | rename a basal profile? 93
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How do | duplicate a basal profile?

Duplicating a basal profile is a great time-saver if you want to
create a new basal profile that’s similar to one you already have.

Here’s how it’'s done:

STEP1 STEP2

Onthe Homescreen,scroll  Scroll to and select Edit
to Basaland press Enter profile.

to select.

94 How do | duplicate a basal profile?



STEP3 STEP4

Scrollto and select the Select Duplicate profile.
profile you’d like to

duplicate.

You can’tduplicate

the basal profile that
your pump is currently
pumping, so you won’t be
able to selectit from this
list of saved basal profiles.

How do | duplicate a basal profile?
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QUICKTIP

You can select Cancel and return to the Edit profile
menu whenever you like. If you do, any changes
you’ve made won’t be saved and your basal profile
won’t be duplicated.

STEP5 STEP6

The profile you’ve selected ~ When you have set your
will pop up onyour new name, press Enter
handset. Use the left, right, andthen Enter again to
up or down buttons to select Save.

scroll through the letters
and create a new name.

96 How do | duplicate a basal profile?



STEPT

A confirmation message
will pop up - your profile
has been duplicated.
Press Enter to return to
the Home screen a little
quicker.

QUICK TIP

Your handset can
store up to seven basal
profiles at a time. If
you've filled your basal
profile memory, you'll
need to delete a basal
profile you no longer
wish to use, before you
can create a new one.
See “How do | delete a
basal profile?” on page
98 for more info.

How do | duplicate a basal profile?
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How do | delete a basal profile?

If you've created a basal profile you no longer wish to use, you

can delete that profile by following these steps:

STEP1 STEP2
Onthe Homescreen,scroll  Scrollto and select Delete
toBasaland pressEnterto  profile.

select.

QUICK TIP

Your handset can’t pair or connect to your pump
unless you have at least one basal profile saved. So,
if you don’t have a basal profile created, you'll need
to set a new one before you can get pumping again.

How do | delete a basal profile?

STEP3

Onyour list of saved basal
profiles, scroll to and
selectthe one thatyou
don’tneed anymore.

You can’t delete the basal
profile that your pump

is currently pumping, so
you won’t be able to select
it from this list of saved
basal profiles.




STEP4 STEPS5

Scrolltotherighttoselect  Aconfirmation message

Delete. Press Enter to will pop up - your profile

confirm. has been deleted! Press
Enterto returnto the
Home screen.

Deleting a basal profile is
final! Once a profile has
been deleted, you won’t
be able to get it back.

QUICK TIP
You can select Cancel and return to the Delete
profile menu whenever you like. If you do, any
changes you’ve made won't be saved and your
basal profile won’t be deleted.

How do | delete a basal profile? 99
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Temporary basal rates

Setting a temporary basal rate lets you

increase or decrease your current basal profile
by a specified percentage for a set period of time.
This can be helpful if you decide to go forarun

or skip your usual excercise on the spur of the
moment.

Your healthcare provider can help with more
advice on when to use atemporary basal rate.



How do | set a temporary basal rate?

If you want to temporarily change the amount of insulin
you’re receiving, you’ll need to set a temporary basal rate.
Yourtemporary basal rate can last for as little as half an hour

and aslongas 24 hours.

STEP1

Onthe Home screen, scroll
to Basal and press Enter
to select.

STEP2

Press Enter again to select
Settemporary basal rate.

QUICK TIP

Not all brands of insulin pumps work the same
way when it comes to temporary basal rates and
how to set them. Kaleido runs a normal basal rate
at 100%, so if you select 110% as your temporary
basal rate, you’ll get a 10% increase of your basal
rate. If you select 90%, you’ll get a 10% decrease
of your basal rate.

STEP3

Set the percentage of
your current basal profile
thatyou’d like to receive.
Pressthe left orright
buttons to scroll through
the number boxes and
the up or down buttons
toincrease or decrease
the percentage. You can
choose a minimum of 0%
to amaximum of 200%.
Once you have set the
correct percentage, press
the Enter button.

How do | set a temporary basal rate?
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QUICK TIP

You can always select Cancel and return to the Basal

menu. If you do, a temporary basal rate will not be
set and your insulin delivery will stay the same.

STEP4

Set the amount of time
you’d like your temporary
basal rate to run for.
Again, use the left or right
buttons to scroll through
the number boxes and
the up ordown buttons
toincrease or decrease
the amount of time. You
can choose a minimum of
0.5 hoursright through to
a maximum of 24 hours.
Onceyou’ve chosen the
amount of time, press the
Enter button again.

STEP5

Press the Enter button to
select Next.

If you’ve accidentally
moved to Next too soon
and you’d still like to
change the details of your
temporary basal rate, just
press the up button to
return to the percentage
settings.

How do | set a temporary basal rate?

STEP6

Your handset will now
show you details of the
temporary basal rate that
you’ve set. If the details
are correct and you’d like
to startyour temporary
basal rate immediately,
press Enter to select
Deliver.

If you’ve changed your
mind or want to make any
last minute adjustments,
justscrollleftand press
Enter to select Cancel.




QUICK TIP

Just so you know - you can’t switch to a

different basal profile while you’re running a
temporary basal rate. You also won’t be able to
access Change profile from the Basal menu and so
you’ll either need to stop your temporary basal rate
first, or just wait until it’s come to an end.

STEPT7

A confirmation will pop
up - press Enter to return
tothe Home screen a little
quicker.

STEP8

To help you keep track,
the Basal section of the
Home screen will show
you your temporary basal
rate details for as long as
the temporary basalrateis
running.

How do | set a temporary basal rate? 103
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Can | stop a temporary basal rate
once it’s started?

STEP1

Onthe Home screen, scroll
to Basal and press Enter
to select.

Can | stop a temporary basal rate once it’s started?

STEP2

Press Enter again to select
Stop temporary basal
rate.

STEP3

Scroll to the right to select
Stop Rate. Press Enter to
confirm.

If you don’t wish to stop
your temporary basal
rate, scroll left to select
Continuerate and
press Enter to keep your
temporary basal rate
running as it was before.




STEP 4

Your temporary basal rate
will stop as soon as you
select Stop rate and your
pump will start delivering
your full basal rate again.
Your handset will confirm
this for you - press Enter
to select Understood and

return to the Home screen.

WARNING

STEP5

Your Home screen will
update to show details of
the basal rate thatis now
being delivered.

If you stop a temporary basal rate, bear in mind that
part of the temporary basal rate may be already
delivered. In this case, follow the instructions
advised to you by your Healthcare Provider.

Can | stop a temporary basal rate once it’s started? 105
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What’s a bolus?

Abolusis asingle dose of insulin you deliver
to cover any carbs you eat or to correct a high
glucose (BG) level. You can choose the amount
and type (Quick or Extended) of the bolus you
give. Follow the recommendations made by
your healthcare providers to determine the
amountyou bolus.

To access all things bolus related, just go to
the Bolus menu of your home screen.
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You can give two different types of bolus using Kaleido:
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EXTENDED BOLUS

An Extended Bolus allows you to deliver
part of your bolus right away, and then
the rest of it over a period of time - the
duration of which you’ll set yourself.

If you need a bit more help working out how muchinsulin to bolus, you
can use Kaleidoculator. Inthe next chapter you'll find all the information
you need on Kaleidoculator.

What’s a bolus? 109
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Whatis
Kaleidoculator?

Kaleidoculator is a bolus calculator functionality
in your handset. Kaleidoculator helps you to
determine the correct bolus to be delivered, based
on the personalinformation you have entered in
the handset.

Kaleidoculator uses the personal settings you
entered with help from your healthcare provider to
advise you on the amount of insulin you’ll need for
the carbs you have entered or correcting your BG
(if you have entered your BG). Not sure how much
insulin to give for the carbs your about to eat?
Orjust trying to figure out what will get you back
to your Target BG? Just fill in the numbers and
Kaleidoculator will figure out how much insulin to
bolus.

Once you've got your recommendation, you can
choose whether you want to deliver it as either
a Quick Bolus or an Extended Bolus based on
the type of food you’re eating. Not sure which
one to use? Discuss this with your healthcare
provider. If you want to tweak Kaleidoculator’s
recommendation, you can do that too.
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STEP1 STEP2

Onthe Homescreen,scroll  Press Enter again to select

to Bolus and press Enter Kaleidoculator.

to select.

QUICK TIP

You'll only be able to access Kaleidoculator from

the Bolus menu if you’ve already worked with your
healthcare provider to set a Target BG, insulin activity
time, insulin to carb ratio and insulin to BG ratios
(see“How do I enter my Target BG?” on page 161,
“How do | enter my insulin to carb ratios?” on page
164, “How do | enter my insulin to BG ratios?” on page
168 and “How do I enter my insulin activity time?” on
page171).

WARNING

Only use Kaleidoculator when your healthcare
providerindicated you should use it. The personal
information needed for Kaleidoculator to work has
to be determined together with your healthcare
provider.

How do | use Kaleidoculator? 111



112

STEP3

You’ll need to enter

the amount of grams of
carbohydrate in the food
thatyou’re about to eat.
Press the left orright
buttons to scroll through
the number boxes and
press the up ordown
buttons to increase or
decrease the number of
carbsyou have.

Onceyou’ve set the correct

amount, press the Enter
button.

Not eating, but still keen
to use Kaleidoculator to
help correct your BG?

No problem, just leave the
number boxes empty and

press the Enter button
to select Next and go to
step 5.

STEP 4

Press the Enter button
again to select Next.

If you’ve accidentally
moved to Next too soon
and yousstill want to
change the carb details,
just press the up button
to get back to the number
boxes.

How do | use Kaleidoculator?

STEP5

You’ll need to enter your
current BG reading.

Use your BG meter or
approved continuous
glucose monitor (CGM) to
take areading, then, just
like before, press the left
orright buttons on your
handset to scroll through
the number boxes and
the up ordown buttons
toincrease and decrease
the numbers. When you’ve
entered your BG correctly,
press the Enter button.

Itis possible to give a bolus
without entering a BG-
reading, butit’simportant
to follow instructions from
your healthcare provider
regarding glucose checks
and bolusing to make sure
you don’t get too little or
too muchinsulin.



STEP6

Press the Enter button
again to select Next.

If you’ve accidentally
moved to Next too soon
and you need to change
the BG reading you’ve
entered, just press the up
button to return to the BG
reading.

QUICKTIP

Onceyou select Next,
the BGreading and
amount of carbs you've
entered will be saved in
History.

QUICKTIP

In caseyour Insulin on
Board has been recently
reset, you will be notified
of how longitwill be
before the Insulin on
Board calculation will be
accurate.

WARNING

Always check for ketones
ifyour BG readingis
excessively high (above
13.9 mmol/L). If ketones
are present, treat
accordingto the advice
given to you by your
healthcare provider.

STEPT7

Kaleidoculator will show
you your current Insulin
on Board (that’s how
many units of insulin are
still active in your body).

The Kaleidoculator allows
you to acceptor reject

the Insulin on Board

to beincludedinyour
calculation - just press the
Enter button to select Yes
orscrollto No. Not sure
of whatto do? Check with
your healthcare provider
to make sure you take the
right steps.

How do | use Kaleidoculator?
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STEP8

Kaleidoculator will now
show you details of its
recommended bolus.
You have three options to
choose from:

«Todeliverthe
recommendationasa
Quick Bolus, just press
Enter. Your handset will
take you to the Quick
Bolus entry screen, where
your recommendation
will be ready and waiting
foryou. Next, just follow
along from step 4 of “How
do I deliver a Quick Bolus?”
onpage121.

You can also change the
recommendation first,
using the up, down, left or
right buttons to adjust the
amountofinsulinto be
delivered.

QUICKTIP
You can select Cancel and return to the Bolus menu
wheneveryou like.

QUICK TIP
Kaleidoculator’s calculation might not always result
in a positive value forthe number of units of insulin
inits recommended bolus. See “What happens if
Kaleidoculator’s recommended bolus is a negative
number?”on page 118 to find out whatto doif it
recommends a negative number.

QUICK TIP

If you’ve decided not to enter an amount for Food or
BG, orchosen not to include your Insulin on Board,
these things won’t be included in your calculation.
Instead, you’ll see a dash where the suggested
amounts of insulin would normally be.

«Ifyou’d like to deliver the
recommendation asan
Extended Bolus instead,
press the down button

to select Extended Bolus
and then press Enter to
selectit. This time, your
handset will take you to
the Extended

Bolus entry screen

and Kaleidoculator’s
recommendation will

be set as the total bolus
amount. Just follow
along from Step 4 of “How
do I deliver an Extended
Bolus?” on page 124 to set
up and deliver your bolus.

If you’d like to change the
recommendation first, use
the up, down, left or right
buttons to adjust the total
amount ofinsulin to be
delivered.

« Alternatively, if you
decide you don’t want to
deliver a bolus after all,
justscrollleftand press
Enter to select Canceland
go back to the Bolus menu
instead.

How do | use Kaleidoculator?



QUICK TIP

To use Kaleidoculator, you’ll need to make sure your
handset knows your Target BG, and your personal
insulin activity time, along with yourinsulin to carb
and insulin to BG ratios and your maximum bolus.
These are all part of your Personal Info. See “Personal
Info” on page 155. Make sure your personal settings
are up to date so you know for sure you're getting
the right dose of insulin. Always work with your
healthcare providerto determine and set these
amounts.

WARNING

Do not change your personalinsulin delivery
parameters (e.g. Target BG, insulin activity time,
maximum bolus, insulin to carb and insulin to BG
ratios) without consulting your healthcare provider.

WARNING

If you have recently used an alternative method of
insulin delivery, bearin mind that Kaleido can not
calculate the Insulin on Board based on insulin which
is delivered by another method (e.g. insulin pens).

How do | use Kaleidoculator? 115
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What do the numbers that make up
Kaleidoculator’s calculation mean?

Kaleidoculator will do the hard work for you, so you don’t have to think about the
numbers running in the background, but knowing what they mean will help you
make choices that make you happier.

FOOD (CARBS)

BG

INSULIN ON BOARD

KALEIDOCULATOR’S
RECOMMENDED
BOLUS

FOOD (CARBS)

Food (Carbs) is the amount of insulin you need for the carbs you entered. Using
the number of grams of carbohydrate that you’ve just entered, plus the insulin
to carb ratios from your Personal Info, Kaleidoculator calculates the amount of
insulin you’ll need to coverthe carbs you’re about to eat and keep your BG level
whereitis.

So, ifyou’re at 10 mmol/L, it'll calculate the insulin you’ll need to keep you at

10 mmol/L. Ifyou’re at 4 mmol/L, it'll calculate how much you’ll need to stay
at4 mmol/L. So, if you’re entering your carb count, this number will always be
positive. If you're not entering a carb count, you’ll see a dash here, not a number,
toshow that carbohydrates aren’t being taken into account.

116 What do the numbers that make up Kaleidoculator’s calculation mean?



BG

If your BG is too high or too low, you will need to deliver extra or less insulin to
reach your Target BG. Kaleidoculator uses the BG reading you’ve just entered,
plustheinsulin to BG ratios and the Target BG from your Personal Info to calculate
the amountof insulin you need to reach your target.

So, if your Target BG is 6.0 mmol/L and your current BG reading is 10.0 mmol/L,
this number will be positive, because you’ll need some extra insulin to lower it
toyourtarget. But, if your current BG reading is 4 mmol/L, this number will be
negative, because you’ll need less insulin (or noinsulin if you’re not entering any
carbs at this time) to raise your BG back to your Target BG of 6.0 mmol/L.

And, if you choose not to enter a BG reading at all, this number will be replaced
with a dash.

INSULIN ON BOARD

Kaleidoculator uses the insulin activity time you’ve setin your Personal Info, and
the information on previously delivered bolusses (throughout the duration of
your insulin activity time), to work out what adjustment needs to be made to its
recommendation to account forthe insulin that might already be at work in your
body.

So, if you already have 1.60 units of active insulin when you’re using
Kaleidoculator and you choose to include Insulin on Board, the calculated
amount of Insulin on Board will be-1.60 units. In fact, if you ever have any insulin
still active in your body, the value shown on the screen will be negative, if you
choosetoincludeit. If you don’t have any active Insulin on Board, the number will
be zero, and if you choose not to include your Insulin on Board in your calculation,
you'll see a dash hereinstead. You can find out more about Insulin on Board by
looking up “How do | check my Insulin on Board?” on page 141.

KALEIDOCULATOR’S RECOMMENDED BOLUS

Forthefinal result, Kaleidoculator takes the calculated units of insulin for
your carbs, BG and Insulin on Board and puts them all together to give you its
recommended bolus amount.

Inthe example here, you can see that for the carbsitis +5.00 units, for the BGitis
+2.35units and for the Insulin on Board itis-1.60 units. All together, these total up
to arecommended bolus of 5.75 units (5.00 +2.35-1.60=5.75).

What do the numbers that make up Kaleidoculator’s calculation mean?
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What happens if Kaleidoculator’s recommended
bolus is a negative number?

Sometimes, Kaleidoculator may indicate a negative amount of insulin as
its recommended bolus foryou - say, if you’re not eating (or not eating
very much carbohydrate) and if your BG is already below your Target BG.
Inthatinstance, you don’t need moreinsulin, you actually need less.

But, just like you can’t take out any insulin you’ve already delivered, you
can’t give a negative bolus. So, here’s what will happen if you receive a
negative number as your recommended bolus.

QUICKTIP

If you don’t agree with Kaleidoculator’s
recommendation and would still like to deliver a
bolus, you can do this by selecting either Quick Bolus
or Extended Bolus from the Bolus menu instead. Your
healthcare provider can help you out on whatto do
when a negative number appears.

118 What happens if Kaleidoculator’s recommended bolus is a negative number?



STEP1

Having followed steps 1
to 7 of How do I use
Kaleidoculator?,you’ll
arrive at Kaleidoculator’s
recommended bolus
calculation. Thistime
though, you’ll see that the
bolus recommendation is
anegative number.

STEP2

The simplest thing
todoifyouspota
negative number as

your recommended bolus,
isjustto scroll left to
Cancel and press Enter

to select Cancel and go
back to the Bolus menu.

STEP3

If you don’t spot that the
recommended bolusisa
negative number though,
your handset will help

you out. If you select
either Quick Bolus or
Extended Bolus when your
recommended bolusisa
negative number, your
handset will pop up with a
quick reminder to tell you
thatgivingabolusisn’tthe
safest thing to do at this
time. Press Enter to select
Home and return to the
Home screen.

What happens if Kaleidoculator’s recommended bolus is a negative number? 119
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What happens if the suggested bolus is bigger
than my maximum bolus?

To set or adjust your maximum bolus, head over to
“How do I enter my maximum bolus?”on page 173.

STEP1

You’ve followed Steps
1-7of Howdoluse
Kaleidoculator? and
Kaleidoculator has
made it’s calculations
and recommended a
bolus. You’ve noticed
that the recommended
bolusis bigger than the
maximum bolus you have
in Personal Info.

STEP2

If you'd like to deliver your
maximum bolus, select
your choice of Quick
Bolus or Extended Bolus.
Your handset will let you
know that the calculation
ismore than your set
maximum. Select No to
return to the previous
screen and review the
calculation orscroll to

the rightto select Yes
and press Enter to deliver
your maximum bolus.

If your recommended
bolus is higherthan your
maximum bolus, don’t
forget to deliver another
bolus of the remaining
units after your first bolus
has finished to make sure
you get all the insulin you
need.

What happens if the suggested bolus is bigger than my maximum bolus?



How do I deliver a Quick Bolus?

STEP1

Onthe Home screen, scroll
to Bolus and press Enter
to select.

STEP2

Scrollto and select Quick
Bolus.

STEP3

You’ll need to set the
amount of insulin that
you’d like to deliverin
your Quick Bolus. Press
the left or right buttons to
scroll through the number
boxes and press the up or
down buttons toincrease
ordecrease the amount of
insulin you want to deliver.
Onceyou’ve set the correct
amount, press the Enter
button.

QUICKTIP

The bolus amount will
automatically default to
01.00 unit.

How do | deliver a Quick Bolus? 121
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QUICKTIP

You can setabolusinincrements astiny as 0.05.

Thelargestis 30 units.

QUICK TIP

You can select Cancel and return to the Bolus menu
wheneveryou like. If you do, a Quick Bolus won’t be
set and no bolus will be delivered.

STEP 4

Press the Enter button to
select Next.

If you’ve accidentally
moved to Next too soon
and you stillwant to
change the details of your
Quick Bolus, just press the
up button to return to the
insulin boxes.

QUICK TIP

STEPS

Your handset will now
show you details of the
Quick Bolus you’d like

to give. If the details are
correct and you want to
start your Quick Bolus, just
press Enter to select
Deliver.

If you’ve changed your
mind or want to

make a last minute
adjustment, just scroll left
and press Enter to select
Cancel.

Thebolus deliveryrateis 1 U per minute.

How do | deliver a Quick Bolus?



STEP6

Your Quick Bolus will
start as soon as you select
Deliver.

If your BG reminders are
turned on, your handset
will confirm that your
Quick Bolus delivery
has started. It’ll also ask
you ifyou’d liketo seta
reminder to check your
BGin2 hourstime -just
press Enter to select Yes.
Ifyoudon’twantto seta
reminder this time, you
canscroll left and then
press Enter to select No
instead.

If you have turned off BG
reminders, you’ll now
see a message to confirm
delivery has started.
Press Enter to return to
the Home screen a little
quicker.

STEPT7

To help you keep track,
the Bolus section on your
Home screen will show
your Quick Bolus delivery
counting down (just
make sure your handset
isinrange). Once you've
received all of your Quick
Bolus, the Bolus section
will update to show you
the details of the last bolus
given - that’s exactly how
much insulin you received
and whenyou received it.

QUICKTIP

If you choosetoseta
reminder to check your
BG 2 hours after your
bolus has been started,
the reminder will pop
up onyour handset
screen and your handset
will sound a reminder
tone. Once you've read
and understood the
reminder, just press the
Enter button.

QUICKTIP

You can turn BG
reminderson oroffin
System Settings. See
“What are BG reminders
and how do | turn them
off?” on page 193 for
more details.

How do | deliver a Quick Bolus? 123
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How do | deliver an Extended Bolus?

STEP1 STEP2

Onthe Homescreen,scroll  Thistime, scrollto and
to Bolus and press Enter select Extended Bolus.
to select.

124 How do | deliver an Extended Bolus?



QUICK TIP

The total amount of insulin (the amount you want to give now plus the amount
you want to spread out) you can give in an Extended Bolus cannot be higher

than your maximum bolus. The minimum amount of bolus that you can deliver
immediately is 0.05 units, and the maximum is your maximum bolus minus 0.05

units.

STEP3

On the Extended Bolus
screen, set the total
amount of insulin you’d
like to deliver using the
left or right buttons to
scroll through the number
boxes. Press the up or
down buttonsto increase
or decrease the amount of
insulin. Once you have set
the correctamount, press
the Enter button.

QUICKTIP

The total bolus amount
will automatically
defaultto 01.00 unit.

STEP 4

Setthe amount of insulin
thatyou’d like to deliver
immediately. Just like
before, press the left or
right buttons to scroll
through the number boxes
and press the up ordown
buttons toincrease or
decrease the amount of
insulin. Once you have set
the correct amount, press
the Enter button.

How do | deliver an Extended Bolus?
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QUICK TIP

Based on the total bolus and the amount of insulin

you have chosen to deliver immediately, your Kaleido
handset will calculate how much of your remaining bolus
will be delivered over the time period you’ve chosen.

STEP5

Press the Enter button to
select Next.

If you’ve accidentally
moved to Next too soon
and yous stillwantto
change the details of your
Extended Bolus, just press
the up button to return to
the Total bolus boxes.

How do | deliver an Extended Bolus?

STEP6

Choose the amount of
time you’d like to extend
the second part of your
bolus for. Use the left or
right buttons to scroll
between the number
boxes and the up or down
buttons toincrease or
decrease the time period
-you can extend delivery
over as little as 0.5 hours
and aslongas 9.5 hours.
When you have set the
correct time, press the
Enter button.




QUICKTIP

You can select Cancel and return to the Bolus menu
whenever you like. If you do, an Extended Bolus
won’t be set and your insulin delivery will remain

unchanged.

STEPT

Press the Enter button
again to select Next.

Alternatively, if you’ve
moved to Next too soon,
just press the up button
to return to the time
selection box or, if you
want to make any
changes, you can scroll
left and press Enter to
select Cancel and go back
to the previous screen.

STEP8

Your handset will now
show you the details of the
Extended Bolus that will
be delivered. If the details
are correct and you want
to start your Extended
Bolus, press Enter to select
Deliver. If you’ve changed
your mind or want to
make any last minute
adjustments, just scroll
left and press Enter to
select Cancel.

How do | deliver an Extended Bolus? 127
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STEP9

Your Extended Bolus will
start as soon as you select
Deliver.

If your BG reminders are
turned on, your handset
will confirm thatyour
Extended Bolus delivery
has started. It’ll also ask
you ifyou'd like to seta
reminder to check your
BGin2hourstime - just
press Enter to select Yes.
Ifyoudon’twanttoseta
reminder this time, you
canscroll leftand then
press Enterto select No
instead.

If you have turned off BG
reminders, you’ll now
see a message to confirm
delivery has started.
Press Enter toreturn to
the Home screen a little
quicker.

STEP 10

To help you keep track,
the Bolus section of your
Home screen will show
you your Extended Bolus
delivery counting down
(you just need to make
sureyour handset is
inrange). Once you’ve
received all of your
Extended Bolus, the Bolus
section will update to
show you the details of the
last bolus given - that’s
how much insulinyou
received and when you
received it.

How do | deliver an Extended Bolus?

QUICK TIP

If you choose to seta
reminder to check your
BG 2 hours after your
bolus has been started,
the reminder will pop
up on your handset
screen and your handset
will sound a reminder
tone. Once you've read
and understood the
reminder, just press the
Enter button.

QUICK TIP

You can turn BG
reminders on or off in
System Settings. See
“What are BG reminders
and how do I turn them
off?” on page 193 for
more details.



Can | stop a bolus?

Of course. We'd always recommend making sure your bolus details are
correct before you choose to deliver, but we know that sometimes things
can change quickly. If you need to stop a Quick or Extended Bolus, just

follow these steps:

STEP1

Onthe Home screen, scroll
to Bolus and press Enter
to select.

STEP2

Your handset will show
you a countdown of how
much of your bolus still
needs to be delivered. To
stop the remaining bolus,
scrollto therightand
press Enter to select Yes.

STEP3

You will be asked to
confirm that you’d like

to stop your bolus. To do
this, press Enter to select
Stop bolus. You’ll see on
your Home screen that the
countdown of your bolus
has stopped. If your bolus
was for carbs, make sure
you eat enough carbs to
cover theinsulin that has
already been delivered
before you cancelled it.

If the insulin was for an
elevated BG, ensure you
have delivered enough
insulin to cover this.

Alternatively, you can
scroll left and press
Enterto Continue bolus.
Your bolus delivery will
continue unaffected.

Canlstop a bolus? 129
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WARNING

If you stop a bolus, bear in mind that part of the
bolus may be already delivered.

STEP 4

Your bolus delivery will
stop as soon as you select
Stop bolus and your
handset will confirm this
foryou - press Enter to
select Understood and

return to the Home screen.

Can | stop a bolus?

STEPS

Your Home screen will
update and show you
details of the amount of
bolus (if any) that was
delivered before your
bolus was stopped.




What happens if | don’t have enough insulin
left to deliver a bolus?

When you enter a bolus yourself into Quick or Extended Bolus, or if
Kaleidoculatorhas suggested a number foryou, we’'ll always give you a
heads up if thereisn’t enough insulin leftin your pump.

STEP1

Decide onthe amount
you’d like to bolus by
following one of these
three options:

« Follow Steps 1- 7 of
“How do | use
Kaleidoculator?” on page
111.

« Follow Steps 1 -4 of “How
do I deliver a Quick Bolus?”
onpage121.

« Follow Steps 1- 8 of
“How do I deliver an
Extended Bolus?” on page
124.

STEP2

Before you can select
Deliver you’ll receive a
message letting you know
it’s not possible to deliver
the bolus you wanted.
Thisis because there’s less
insulin leftin yourinsulin
cartridge’s reservoir than
the amountyou’d like to
deliver.

Press Enter to select
Understood. Your handset
will take you back to the
Home screen. From here
go to the Status menu to
stop your pump and take

the (almost empty) insulin
cartridge out. See “How do
I stop my pump?” on page
215 for more information.
Fillanew insulin cartridge
and placeitintoyour
pump (“How do I fill my
insulin cartridge with
insulin?” on page 41 and
“How do | put my insulin
cartridge into my pump?”
on page 49 for more
information). Then, use
the Kaleidoculator again.

What happens if | don’t have enough insulin left to deliver a bolus? 131
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Blood Glucose (BG)

You can enter BG readings in this section for
aquick reference later on. But, if you require
any bolus advise, we definitely recommend
putting your BG into your Kaleidoculator.
Any BGs you save in the BG section will not
be transferred to the Kaleidoculator. Think
ofitas a BG-diary.

Also see “How often should | take a BG
reading?” on page 251.



0 10

€0

How do | enter a BG reading?

o
5=
w
2
=
(%]

90

0T 60 80 L0

1T

STEP1 STEP2 STEP3
Useyour glucose deviceto  Onthe Home screen,scroll ~ Scrollto and select BG
take a BGreading. to Bolus and press Enter Reading.

to select.

How do | enter a BG reading? 133
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STEP4

If you have saved a Target
BGin Personal Info, the BG
reading will automatically
default to your Target BG
when you start to enter it.

Enteryour latest BG
reading by using the left
orright buttons to scroll
through the number
boxes and the up or down
buttons to increase and
decrease the numbers.

QUICK TIP

STEP5

When you’ve entered
your BG correctly, press
the Enter button. Press
the Enter button again to
select Save.

If you’ve accidentally
moved to Save too soon
and you need to change
the BG reading you’ve
entered, just press the up
button to return to the BG
reading.

You can select Cancel and return to the Home
screen whenever you like. If you do, your BG reading
won’t be saved on your handset.

How do | enter a BG reading?




STEP6

A confirmation message
will appear - your BG
reading has been saved.
Press Enter to select
Understood and return to
the Home screen.

STEPT

Your BG reading is now
saved and can be viewed

by accessing your History.

See “How do | review my
History?” on page 148.

How do | enter a BG reading?

135

0 10

€0

o
5D
w
2
=
(%]

0T 60 80 L0 90

1T






05. Resource
Levels



Resource Levels

The Resource Levels section of your Home
screen will show you your current Insulin
on Board values and will direct you to your
Resource Levels screen to check how full
your insulin cartridge, pump and handset
batteries, your current Insulin on Board
values and when yourinsulin cartridge
should be replaced.



Whatis Insulin on Board?

Insulin on Board is really pretty useful. When you deliver
abolus, theinsulin that you deliver can take a little while
to be absorbed and then start acting to lower your BG
level. Infact, insulin can still be having an effect on your
BG levels for quite a few hours after you’ve delivered

it (for the duration of yourinsulin acting time). Just
because it’s been a while since you delivered your bolus,
itdoesn’t mean thatall thatinsulin will have been used
up. In fact, some of your last bolus might not have even
started working yet and your BG levels could still be on
the way down. So, if you’re bolusing without factoring
intheinsulin that’s already active in your body, you may
actually deliver more insulin than you really need, which
could cause your BG to go below your target or even into
a hypo.

What is Insulin on Board?
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So, how does it work? Kaleido remembers all of the boluses
thatyou’ve delivered via your pump andis able to calculate
how much insulinis still active in your body at any given time,
based onyourinsulin activity time.

QUICKTIP

Aswell as needing to be connected to a pump, your handset needs
to beinrange of the pump you’re currently using in order to show
you your Insulin on Board. If you try to check Insulin

on Board when you’re not connected to the pump you are currently
using orif your handset is out of range of your pump, you won’t be
ableto access Insulin on Board from the Menu section (if you’re
checking yourInsulin on Board at the point your handset and
pump go out of range of each other, the Insulin on Board number
will disappear andit’ll be replaced by a dash). To make Insulin on
Board accessible again, make sure your handset is connected to
apump and - ifyour handset and pump are out of range - move
them closer together. Now you’ll be able to check Insulin on Board
again - Just give your handset a moment to process the data.

Whatis Insulin on Board?



How do | check my Insulin on Board?

QUICKTIP

Kaleido works out your Insulin on Board using the insulin activity
time thatyou’ve setin Personal Info. So, ifyou haven’t set an insulin
activity time, you won’t be able to access Insulin on Board from the
Resource levels section. Always set your insulin activity time with
the guidance of your healthcare provider-to find out more, see
“How do I enter my insulin activity time?”on page 171.

STEP1

Onyour Home Screen your
Insulin on Board (loB) will
be shown. Go to Resource
Levels and press Enter to
select.

QUICKTIP
In case your Insulin on
Board has been recently
reset, the handset

will notify you of how
long it will be before
your Insulin on Board
calculation will become
accurate.

How do | check my Insulin on Board?
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How do | check how full my insulin cartridge
and batteries are?

You can always check how full yourinsulin cartridge, pump and handset
batteries are by looking at the icons at the top of your Home screen. If you
need a little more in-depth info, just follow these steps to uncover more

STEP1

On the Home Screen go to
Resource Levels and press
Enter to select.

QUICKTIP

Make sure to check the
resource levels frequently
to be sure you have
enough insulin and
battery power left for use.

Check the resource levels
of the insulin cartridge,
pump battery and
handset battery prior to
use. See “How do | charge
my handset?” on page
20, “How do I charge

my pumps?” on page

22 and “How do [ fill

my insulin cartridge with
insulin?” on page 41.

STEP2

The Resource Levels
screen will show you the
following:

« How much poweris leftin
your handset battery
(as a percentage).

« How much poweris leftin
your pump battery
(as a percentage).

« How many units of insulin
are leftinyourinsulin
cartridge (rounded down
to the nearest full unit).

« The Insulin on Board

« Time until the final

cartridge replacement

alarm (in days/hours)

Onceyou have the
information you need,
press Enter to select Home
and return to the Home
screen.

If you have been using
yourinsulin cartridge for
three days, you will receive
areminder.

If you receive this
reminder, press Enter to
select Understood and
return to the Home screen.

142 How do | check how full my insulin cartridge and batteries are?



What do all the Resource Level icons mean?
If yourinsulin cartridge or either of your batteries are low
enough to have triggered an alarm, you’ll also see this in the

iconsonyour Home and Resource Levels screens.

Thisiswhat the Resource Level icons mean:

X
—
— —
Insulin Insulin Insulin
cartridge cartridge in cartridge in
low priority high priority
alram mode alarm mode
] [
Pump Pump
battery battery in
low priority
alarm mode
L] il
Handset Handset
battery battery in
low priority
alarm mode
QUICKTIP

If you check your Resource Levels when your
handset is not connected to a pump, you'll only
be able to see the handset battery icon and
information.

What do all the Resource Level icons mean? 143
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Menu

The Menu section of your Home screen will
directyou to Data Upload and help show
you your History, Personal Info and System
Settings.



History

In the History functionality, you’ll find a record of everything that’s
happened today, plus the last seven day of using your Kaleido, with the
date and time shown for each event.

Do you want to look back further than last week?

With accessto an Uploader you can upload your data wheneveryou like.
The handsetis able to store up to 90 days of data in a typical use scenario.
Once the History reaches capacity, the oldest entries are discarded.

For details of how to upload data, check out “How do | upload my data
using a data uploader?” on page 151.

QUICK TIP

History will record when a pump is changed, started, paused, stopped or
disconnected. It also takes note of any temporary basal rates that are set,
the amount of carbs you've entered into Kaleidoculator, as well as any
recommendations that Kaleidoculator makes and any Quick and Extended
Boluses that are delivered (whether or not you’ve used Kaleidoculator to deliver
them). It can also show you when you changed your insulin cartridge, primed
a cannula, swapped your basal profile, saved a BG reading, uploaded data,
changed the date or time, or updated your Personal Info or System Settings,
plus any alarms that you have received. Last but not least, it'll keep

a record of your total daily dose of insulin each day.

QUICK TIP
Charge your handset on a frequent basis to ensure you have sufficient battery
power for use. If your handset’s battery goes totally empty, even for a longer
period, you won’t lose any info. Your History will be updated and saved once you
charge your handset and then you turn your handset on again.

QUICKTIP
The time that your handset is powered down is not captured in the history.

How do | review my History? 147
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How do | review my History?

STEP1 STEP 2 STEP3

Onthe Homescreen, scroll  PressEnteragaintoselect ~ Scrollto the dayyou’d like
to Menu and press Enter History. to review and then press
to select. Enterto selectit.

148  How do | review my History?



STEP4

Use the up ordown
buttons to read through
everything that happened
onthatday.

STEP5

When you’re done, just
scrolldown to Home.
Press Enter to selectit and
you’ll be sent back to the
Home screen.

Alternatively, from Home,
scroll left to Back and
press Enter to return to
the History menu.

QUICK TIP
You can review the
currentday, plus the
previous seven days of
Kaleido activity.

QUICKTIP
You can quickly jump
tothe Home screen by
pressing Enter twice
from anywhere on the
list of events.

How do | review my History? 149
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QUICK TIP

Sometimes it can be useful to see exactly how much
insulin you’ve received over the course of a day.
History keeps a note of your total daily dose every
single day. It'll always be one of the very last events
to appear in your History at the end of each day -

in fact, to make sure the total daily dose is totally
accurate, your Kaleido’s scheduled to calculate the
information at 23:59 hrs. If an event is ever missing
from History, make sure your handset and pump are
in range, give them some time to process the data
and then, check again - your handset needs up-to-
date information from the pump you’re currently
using to calculate your total daily dose, something it
can’t doif your pump is not in range.

How do | review my History?
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Data Upload -
Although you can always find lots of information about the last week in _
History, sometimes either you or your healthcare provider might want to o
look back a little further to get even more detail from your Kaleido.

You can upload any BG, insulin and carb data as well as your basal settings 9
and personalinfo you’ve entered into your Kaleido handset with a data

uploader provided by compatible 3rd parties (e.g. Glooko®). Ask your

healthcare provider to show you how to upload your data, or follow these S
steps. o
How do lupload my data using .
a data uploader? B

SN

Uploader
STEP1 STEP2 STEP3
First things first - if this is Next (orif you’ve already Once the data uploaderis
your veryfirsttimeusinga  completed step 1in the ready, insert the larger end
data uploader, get started past), startthe programon  of your Kaleido connection
by logging on or creating your computer. cableinto a USB porton
anew account for yourself your computer.
onthe data sharing
website.

Follow the instructions
on the data sharing
website to install the
data uploader software
program onto your
computer.

How do | upload my data using a data uploader? 151
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QUICK TIP

Although History will only show you your Kaleido activity from today plus the

last seven days, depending on how much data it receives, your handset actually
stores around 90 days of data in its memory. Uploading your data means you'll
have access to all of this extra information — everything you can no longer see on
your handset. It also means that you should aim to upload your data at least once
every 90 days to make sure that you always have a complete record of everything
that’s happened.

Kaleido.

STEP4 STEP5 STEP6

Insertthe smaller end of Scrollto Menu on the Scrollto and select Data
the connection cableinto Home screen and press Upload.

your handset’s micro USB Enter to select.

port.

How do | upload my data using an Uploader?




STEP7

To start the upload, press
Enter to select Upload.

Alternatively, if you’ve
changed your mind, just
scroll left to Back and
press Enterto selectit.

STEP 8
Your data will start to

be uploaded as soon as
you select Upload on the
handset. On your handset,
you’ll see an uploading
countdown.

STEP9

Your handset will give you
a confirmation message
assoon as the upload

has completed. You can
press Enter to jump back
tothe Home screen allittle
quicker.

How do | upload my data using an Uploader? 153
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Kaleido.

STEP 10

Remove the connection Ifyou see a “Sorry,
cable from your handset something’s gone wrong.
andyour computer. Please try again” message,

you need to remove

your connection cable
from your computer and
handsetand return to
STEP 1 of “How do I upload
my data using a data
uploader?” on page 151.

If this did not fix the issue,
contact Kaleido Care.

QUICKTIP

You can follow your data uploader’sinstructions

for details of how to view and use your data. Just
remember to remove the connection cable from your
handset and your computer, and keep it safe for the
nexttimeyou need to useit.
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Personal Info

The personalinfo section is exactly that: your personalinformation. Here
you can putinyournameand age, as well as all the settings you need to
getyour Kaleidoculator to work. This section will show you everything you
need to know about Personal Info.

How do | add or view my Personal Info?

STEP1 STEP2

Onthe Home screen,scroll  Scrollto and select
toMenu and pressEnterto  Personal Info.
select.

How do | review my Personal Info?
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STEP3

On the Personal Info
menu, use the up or down
buttons to read through all
of your saved details.

How do | review my Personal Info?

STEP4

When you'’ve finished,
scroll all the way down

to Home. Press Enter to
selectitand you’ll goright
back to the Home screen.
Alternatively, from Home,
scroll left to Back and
press Enter to go back to
Menu.




How do | enter my name?

STEP1 STEP2

On the Personal Info Enteryour name using
menu, simply scroll to the up or down buttons to
Name and press Enter to scroll through the

select. alphabet. Theright button

will help you move on to
the next letteroradd a
space. Whenyou’re done,
press Enter.

QUICKTIP

You can select Cancel and return to the Personal
Info menu whenever you like. If you do, any changes
you’ve made won’t be saved.

STEP3

When you’re ready to save
your name, press Enter
again to select Save.

If you’ve accidentally
moved to Save too soon
and you need to change
the name you’ve entered,
Just press the up button
to return to thefirst letter
box.

How do | enter my name? 157
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STEP4

A confirmation message
will pop up - your name
has been saved. Press
Enterto returntothe
Personal Info menu a little
quicker.

How do | enter my name?

STEP5

Your name will now show
up in the Personal Info
menu.




How do | enter my age?

STEP1

On the Personal Info
menu, scroll to Age and
press Enter to select.

QUICK TIP

STEP2

Enter your date of birth
using the up ordown
buttons to scroll through
thenumbers0to 9. Use
the right button to move
on to the next number.
Once you've successfully
entered your date of birth,
press Enter.

STEP3

When you’re ready to save
your date of birth, press
Enter again to select Save.

If you’ve accidentally
moved to Save too soon
and you need to change
the date of birth you’ve
entered. Just press the up
button to return to thefirst
number box.
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You can select Cancel and return to the Personal
Info menu whenever you like. If you do, any changes
you’ve made won’t be saved.
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STEP 4

A confirmation message
will appear - your date

of birth has been saved.
Press Enter to return to the
Personal Info menu a little
quicker.

How do | enter my age?

STEP5

Your handset will now
use your date of birth to
display your agein the
Personal Info menu. If
the age that showsis
incorrect, check your
handset’s date settings
“How do I change the date
on my handset?” on page
199.




How do | enter my Target BG?

QUICKTIP

Target BG is one of the many important settings used in the
Kaleidoculator. To find out more about Kaleidoculator, why not take

a look at “How do | use Kaleidoculator?” on page 111. We suggest you
have a chat to your healthcare provider to decide what your Target BG
should be before you enter it into your Kaleido handset.

STEP1 STEP2

On the Personal Info Enteryour Target BG using
menu, scroll to Target BG the up or down buttons to
and press Enter to select. scroll through the

numbers 0to 9. Use the
right button to move on
to the next number.

Once you’ve successfully
entered your Target BG,
press Enter.

QUICK TIP
You can select Cancel and return to the Personal
Info menu whenever you like. If you do, any changes
you’ve made won’t be saved.

STEP3

When you’re ready, press
Enter again to select Save.

If you’ve accidentally
moved to Save too soon
and you need to change
the Target BG you’ve
entered. Just press the up
button to go back to the
first number box.

How do | enter my Target BG? 161
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STEP4

A confirmation message
will pop up - your Target
BG has been saved. Press
Enterto return to the
Personal Info menu.

162 Howdo I enter my Target BG?

STEP5

Your Target BG will now be
displayed in the Personal
Info menu.




What are insulin to carb ratios?

Aninsulin to carb ratio tells you how much insulin you need to cover the
carbohydrates that you eat. It tells you how many grams of carbohydrate

1 unitof insulin will cover. So, if you have an insulin to carb ratio of 10
grams/U (1:10), it means your body needs 1 unit of insulin to cover every
10g of carbs that you eat. That means you’d need 7 units of insulin to cover
ameal containing 70g of carbs to prevent your BG level increasing from
the carbs you’re about to eat.

Notonly areinsulin to carb ratios different from person to person, you may
also have adifferentinsulin to carb ratio depending on what time of day it
is. So, Kaleido allows you to save a different ratio for every hour of the day,
which means thatyou and your healthcare provider can work together to
set the ratios that work especially for you.

QUICKTIP

You might have already guessed, butif your BG levelis
already higherthan your Target BG, you might not be
satisfied by just covering out the carbs you’re eating -
depending on when your last correction bolus was and
how long yourinsulin activity timeis, you may need to
bring your BG back down to target too. Kaleidoculator
can help make sense of all the calculations and give a
bolus recommendation based on your Personal Info.
Take alook at “How do | use Kaleidoculator?” on page
111tofind out more.

What are insulin to carb ratios?
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How do | enter my insulin to carb ratios?

STEP1

On the Personal Info
menu, scroll to Insulin to
carb and press Enter to
select.

STEP2
You can set a different

ratio for every hour of the
day. Press the left or right
buttons to scroll between
each hourly segment and
then press the up or down
buttons to select the ratio
you want for each hour.
Below theinsulin to carb
ratio graph you’ll see
details of the houryou’re
currently setting, along
with the ratio that you are
entering.

If you’re setting a ratio

of 9.9 grams/U or less,
you can set theratioin
increments of 0.1 grams/U.
Forany

ratios of 10 grams/U or
more, theincrements
changeto1gram/U.The
smallestinsulin to carb
ratio you can setforan
houris0.1 grams/U and
the largestis 99 grams/U.

How do | enter my insulin to carb ratios?




QUICKTIP

You can select Cancel
andreturntothe
Personal Info menu
wheneveryou like. If you
do, any changesyou’ve
made won’t be saved.

STEP3

Onceyou’ve entered an
insulin to carb ratio for
each hour, press the Enter
button. Press Enter again
to select Save.

If you want to return to the
graph before you select
Save, just pressthe up
button. Or, if you’ve
changed your mind
completely, scroll left to
Cancel and press Enter

to selectit.

STEP4

A confirmation message
will appear - yourinsulin
to carb ratios have been
saved. Press Enter to
return to the Personal Info
menu a little quicker.

How do I enter my insulin to carb ratios?
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STEP5

Your insulin to carb ratios
willnow show up in the
Personal Info menu.
Your handset will always
display your current
insulin to carb ratio for
the actual hour of the
day you are viewing your
Personal Info.

QUICKTIP
Kaleidoculatorneedsa
complete set of insulin
to carbratiosto be able
towork - oneforeach
hourof the day. Soyou
won’t be able to select
Saveifyou haven’t
entered all 24 insulin
to carb ratios. You
won’t be able to access
Kaleidoculatorfrom
the Bolus menuifyou
haven’tsetyourinsulin
to carbratios either.

How do | enter my insulin to carb ratios?



What are insulin to BG ratios?

Insulin to BG ratios also known as Insulin Sensitivity Factor (ISF) or
Correction Factor (CF) is how much 1 unit of rapid-acting insulin will
generally loweryour glucose over 2 to 4 hours when you are in a fasting
or pre-meal state. Forexample, aninsulin to BG ratio of 2 mmol/L/U

(1:2), means that every unit of insulin that you deliver lowers your BG by 2
mmol/L - so, if your BGis at 10 mmol/L and you want to get back to your
Target BG of 6 mmol/L, you'd need to lower your BG by 4 mmol/L, which
would take 2 units of insulin.

Insulin to BG ratios are different for everyone and can even change
depending on the time of day. Kaleido lets you save a different ratio for
each hourof the day, so that you and your healthcare provider can work
togetherto set the ratios that work especially for you.

QUICKTIP

Remembering all the different factors you need to
considerfor calculating a bolus and making sense of
allthe maths can be challenging. Kaleidoculator can
help make sense of all the calculations and give a bolus
recommendation based on your Personal Info. Take a
look at “How do | use Kaleidoculator?” on page 111 to
find out more.

What are insulin to BG ratios?
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How do | enter my insulin to BG ratios?

STEP1

On the Personal Info
menu, scroll to Insulin
to BG and press Enter to
select.

How do | enter my insulin to BG ratios?

STEP2

You now need to set aratio
for each hour of the day.
Pressthe leftorright
buttons to scroll between
hourly segments and the
up ordown buttons to
select the ratioyou’d like
for each hour. Below the
insulin to BG ratio graph
you’ll see details of the
houryou’re currently
setting, along with the
ratio thatyou are entering.

The smallestinsulin to BG
ratio you can set foran
houris 0.1 mmol/L/U and
the

largestis 22.2 mmol/L/U,
inincrements of 0.1
mmol/L/U.
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Nt
QUICKTIP Y
You can select Cancel and return to the Personal
Info menu wheneveryou like. If you do, any changes S
you’ve made won’t be saved. o
()]

QUICKTIP

Kaleidoculator needs a

complete set of insulin S
to BGratiosto be able to o
work —oneforeach hour *®
of the day. Soyouwon't 2
be able to select Save if

you haven'tentered all 5
24 insulin to BG ratios.

You won't be able to =
access Kaleidoculator

from the Bolus menu if

STEP3 you haven'tset your
Once you’ve entered an insulin to BG ratios
insulin to BG ratio for either.

every hour, press the Enter
button. Press Enter again
to select Save.

If you want to return to
the graph before you
select Save, just press the
up button. Or, if you’ve
changed your mind
completely, scroll left to
Cancel and press Enter to
selectit.
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STEP 4

A confirmation message
will appear - yourinsulin
to BG ratios have been
saved. Press Enter to
return to the Personal Info
menu a little quicker.

How do | enter my insulin to BG ratios?

STEP5

Your insulin to BG ratios
willnow show upin the
Personal Info menu.
Your handset will always
display your current
insulin to BG ratio.
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How do | enter my insulin activity time? E
Yourinsulin activity timeis the amount of time that any insulin B

you’ve received stays active in your body. Here’s how to set
yourinsulin activity time:

o
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STEP1 STEP2 STEP3

On the Personal Info Now, enter your insulin Press the Enter button

menu, scroll to Insulin activity time. Use the left again to select Save.

activity and press Enter or right buttons to scroll

to select. between the number If you’ve accidentally
boxes and the up ordown moved to Save too soon
buttons to scroll to the and you need to change
correcttime -itcanbeas theinsulin activity time
shortas2 hoursand as you’ve entered. Just press

long as 8. 0nce you've set the up button to go back to
the correcttime, pressthe  the selection box.
Enter button.

How do | enter my insulin activity time? 171
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QUICKTIP

Insulin activity is one of the many

important settings used in the

Kaleidoculator. To find out more about
Kaleidoculator, why not take a look at “How do | use
Kaleidoculator?” onpage 111.

STEP4 STEPS5

A confirmation message Your insulin activity time
will pop up - yourinsulin will now be displayed in
activity time has been the Personal Info menu.

saved. Press Enter to
return to the Personal Info
menu a little quicker.

QUICKTIP

Kaleido usesyour personal insulin activity time to
help calculate Insulin on Board. So, if you haven’t
setan insulin activity time, your Insulin on Board will
not be shown on your Home Screen, in your Resource
Levels screen or Kaleidoculator from the Bolus menu
either.

How do | enter my insulin activity time?



How do | enter my maximum bolus?

Your maximum bolus is the total amount of insulin you can
bolusin one go. Everyone’s different, so here’s how to set your
maximum bolus to suit you:

STEP1

On the Personal Info
menu, scroll to Max. Bolus
and press Enter to select.

STEP2

Enteryour maximum
bolus. Up or down will
help you scrollfrom0to 9,
right or left will move you
between number boxes.
You can setit as low as 0.05
units, right up to 30. Once
you’ve set your correct
maximum bolus, press
Enter.

STEP3

Press Enter again to
select Save. If you’ve
accidentally moved

to Save too soon and

you need to change the
maximum bolus you’ve
entered, just press the up
button to go back to the
selection box.

How do I enter my maximum bolus? 173
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QUICKTIP
Your maximum bolus will limit the amount of units
you can select within Quick and Extended Bolus.

QUICKTIP

The handset will notify you if the Kaleidoculator
calculated bolusis bigger than your set maxium
bolus. Discuss with your healthcare provider if you
should, and how to split a bolus to ensure you receive
the correct amount of insulin.

STEP4 STEP5

A confirmation message Your maximum bolus will
will pop up. Your now be displayed in the
maximum bolus is set. Personal Info menu.

Press Enter to return to the
Personal Info menu a little
quicker.
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System Settings

Some of your Kaleido handset’s System Settings will be preloaded before
it's delivered to you. These are all the manufacturing settings like screen
brightness and the sound of alarms. To ensure they meet your personal
needs, we recommend reviewing them before you get started on Kaleido.
This section covers everything you’ll ever need to know to help you review
and change your System Settings.

How do | add or view my System Settings?

STEP1 STEP2

Onthe Homescreen,scroll ~ Scrollto and select
toMenu and pressEnterto  System Settings.
select.

QUICKTIP

With the exception of data and time all your System
Settings are retained when the battery is totally
empty.

How do | review my System Settings? 175
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STEP3

On the System Settings
menu, use the up or down
buttons to read through
your saved details.

QUICKTIP

There's additional
settings below the Time
in your System Settings.
Make sure to scroll down
all the way untill you see
your Software version

pop up.

How do | review my System Settings?

STEP4

Once you've finished,
scroll all the way down
to Home. Press Enter to
selectitandyou’ll be
returned to the Home
screen.

Alternatively, from Home,
scroll left to Back and
press Enter to return to
Menu.
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How do | check if my handset is connected E
to a pump? ®

Your handset will connect to your Kaleido pumps using
Bluetooth®wireless technology. If you ever want to
double checkif your handset is connected to a pump
and, ifitis, which one,you can do thatin System Settings:
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STEP1 QUICK TIP

On the System Your pumps are named
Settings menu, scroll after their colour - if you
to Connection. If your have a purple pump,

handsetlsconnect’edto its name will be Purple
apump, the pump’s name

will be displayed. Ifitisnot ~ PUMPp-

currently connected, the

Connection section will

be empty.
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How can | unpair my pump from my handset?

The connection between your handset and your pump is really important - it
allows you to change your basal and deliver boluses, and makes sure that your
handset has all the information it needs to keep your Insulin on Board and
Resource Levels up-to-date.

But, we understand that exceptional circumstances can occur every now and
then. There may be a time when Kaleido Care asks you to unpair your pump
from your handset, using the unpair feature. They will talk you through the steps
you need to take. You can follow along with Kaleido Care using the instructions
in this chapter.

WARNING
Only unpairyour pump from your handset when
instructed to do so by Kaleido Care or your distributor.

WARNING

If you unpairyour pump from your handset, the
information since the last time of stopping the pump
will not be transferred to your handset and will be
permanently lost, even if you pairthe pumpto the
handset againin the future. If possible, ensure you stop
your pump before unpairing it from your handset.

QUICK TIP

You will be unable to control the pump after unpairing.
After unpairing, the pump will turn off and any
preprogrammed insulin deliveries will not be delivered.

178  How can | unpair my pump from my handset?



STEP1

On the System Settings
menu, scroll to
Connection and press
Enter to select.

STEP2

Press theright button to
scroll to Unpair and press
Enter to selectit.

If you decide you don’t
want to unpair after all,
select Back. This will take
you back to the System
Settings menu and your
handset will stay paired to
your current pump.

You will only be able to
unpaira pump from the
handset if the two are
already wirelessly
connected.

STEP3

If you choose to continue
with unpairing, you will

be asked one lasttime to
confirm that you definitely
want to unpair. Press Enter
to select Unpair.

Alternatively, if you decide
you no longer want to
unpair, just scroll left

and press Enter to select
Cancel.

In case the Serial Number
(SN) is not shown, check
the colour of your pump
to ensure thatyou are
unpairing the intended

pump.

How can lunpair my pump from my handset? 179

€0 ¢0 10

70

o
o

L0

0T 60 80

1T



You have successfully
disconnected from
your Blue Pump

STEP4

A confirmation message
will pop-up - your pump
has been unpaired from
your handset. Press Enter
to return to the System
Settings menu a little
quicker.

STEP5

The Connection section of
the System Settings menu
will now be empty. You
won’t be able to access
the Bolus section of your
Home screenorseta
temporary basal rate until
you connect or pair a new

pump.

How can | unpair my pump from my handset?

STEP6

If you press Enter again
to select Connection,
you will see an extra
confirmation that you’re
not connected to a pump
atthe moment.
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What's Lock Screen and how do | turn it on? E
If you like, you can make your handset extra secure by -
switching on Lock Screen. This function allows you to set a &

passcode, which must then be entered correctly to unlock
your handset whenever it’s switched on or woken up. If you
enter anincorrect passcode, your handset will not unlock.
Thisis howto turn on Lock Screen and set your passcode:
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STEP1 STEP2

On the System Settings Use the up ordown
menu, scroll to Lock buttons to select On, then
Screen and press Enter press the Enter button.

to select. Press the Enter button

again to select Next.

QUICKTIP

You can select Cancel and return to the System
Settings menu whenever you like. If you do, any
changes you've made won'’t be saved.

What’s Lock Screen and how do I turniton? 181



QUICKTIP
When you’re saving a new passcode, as well as choosing something
that’'s memorable, it’s also a good idea not to choose something too

simple either. Don’t choose a code that uses the same button four
times in a row.

QUICKTIP

If you ever want to change your passcode, just turn Lock Screen off,
and then turn it back on again. Then start this section from the
beginning, following the steps to save a new passcode.

STEP3

Use the up, down, left or
right buttons to set a four
button passcode. Make
sureit’ssomething you’ll
remember! Press the
Enter button, then enter
your new passcode again
to confirm the sequence.
Press Enter again to move

to Next and again to select

it.

If you’ve accidentally
moved to Next too soon
and you need to change
the passcode you’ve
entered, just press the up
button and re-enter your
new passcode.

STEP4

Your handset will confirm
the passcode you’re about
to save. Press the Enter
button to select Save.

Alternatively, scroll left
and press Enter to select
Cancel and return to the
previous screen.

What’s Lock Screen and how do | turniton?




STEP5

A confirmation message
will pop up - Lock Screen
has been turned on and
your passcode has been
saved. Press Enter to
return to the System
Settings menu a little
quicker.

STEP6

Your updated Lock
Screen status will now be
displayed in the System
Settings menu.

What’s Lock Screen and how do I turniton? 183
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I've turned on Lock Screen — what happens

now?

When Lock Screenis turned on, If you enter the wrong passcode,
you'll need to enteryour passcode  your handset will give you another
every timeyou wantto unlockyour  try. Youwon'tbeableto gain
handset. Your handset willaskyou  access to your handset until you

to enteryour passcode and once enter the correct passcode, so if
you do, you'll either be taken to you've forgotten it, just contact
your Home screen or the screen Kaleido Care and we'll help you
you were laston. reset it.

Your passcode screen will Thisis how your screen

look like this. will lookif you also turn

onyour Medic Message. To
setyour Medic Message,
follow the stepsin the
chapter “What’s a Medic
Message and how do I turn
iton?” on page 187.

184  I'veturned on Lock Screen — what happens now?
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How do | turn Lock Screen off? 8
WARNING 2

If you turn the Lock Screen option off, your passcode will
be deleted. If you want to turn Lock Screen back on, you
will have to reset your passcode.
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STEP1 STEP2 STEP3
On the System Settings Use the up or down If you’re sure you want to
menu, scroll to Lock buttons to select Off, then turn Lock Screen off, press
Screen and press Enter to press the Enter button. the Enter button one last
select. time to select Save.
Press the Enter button
again to select Next. Alternatively, scroll left
and press Enter to select
Cancel.
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STEP 4

A confirmation message
will pop up - Lock Screen
has been turned off and
your passcode has been
deleted. Press Enter to
return to the System
Settings menu a little
quicker.

WARNING

STEP5

Your updated Lock
Screen status will now be
displayed in the System
Settings menu.

Do not leave your handset unattended orin a place
where otheritems could accidentally press against
the buttonsifitis connected to your pump. It would
allow someone else or otheritems to change insulin
deliveries or system settings without you realizing.

How do | turn Lock Screen off?
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What’s a Medic Message and how do [ turniton? &
Like a piece of Medic ID jewellery, setting a Medic Message on your z

Kaleido handset gives you the opportunity to share important details
with people who might need to know who you are and what’s going on'in
an emergency. For extra peace of mind, this is how you save and turn on
your Medic Message so people can view it — it will show up whenever your
handset is woken up.
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STEP1 STEP2 STEP3

On the System Settings Use the up ordown Press the Enter button
menu, scroll to Medic buttonsto select On, then again to select Next.
Message and press Enter press the Enter button.

to select.

What’s a Medic Message and how do | turniton? 187



QUICKTIP

You can select Cancel and return to the System
Settings menu whenever you like. If you do, any
changes you’ve made won’t be saved.

STEP4

Enter the name of your
emergency contactusing
the up or down buttons
to scroll through the
alphabet. You can use
the right button to move
on to the next letter, orto
add aspace. Onceyou’ve
entered a name, press the
Enter button.

STEP5

Use the up, down, right
or left buttons to enter
your emergency contact’s
telephone number (up or
down will help you scroll
through the numbers 0

to 9, rightand left will
help you move between
number boxes).

Onceyou’ve entered the
phone number, press the
Enter button to move to
Next.

What’s a Medic Message and how do | turn it on?
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QUICKTIP

If you ever want to change your Medic Message, just
turn the setting off, and then turn it back on again.
Go back to the start of this section and follow the
steps to save your new details.
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STEP6 STEP7

Press Enteragaintoselect  Your handset will now

Next. show you a preview of
your Medic Message.

If you’ve accidentally Press Enter to select Save.

moved to Next too soon

and you need to change Alternatively, scroll left

your emergency contact’s and press Enter to select

details, just press the up Cancel, then edit your

buttontoreturntothefirst message.

letter box.
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STEP8

A confirmation message
will pop up - your Medic
Message has been saved
and turned on. Press Enter
to return to the System
Settings menu a little
quicker.

STEP9

Your updated Medic
Message status will now
be displayed in the System
Settings menu.

What’s a Medic Message and how do | turn it on?




How do | turn my Medic Message off?

Should you want to, you can turn your Medic Message off at any time.

WARNING

If you turn the Medic Message option off, your
message and emergency contact details will be
deleted. If you want to turn the Medic Message
back on, you will have to enter the message and
emergency contact details again.

STEP1

On the System Settings
menu, scroll to Medic
Message and press Enter
to select.

STEP2

Use theup ordown
buttons to select Off, then
press the Enter button.

Press Enter again to select
Next.

STEP3

If you’re sure you want

to turn off your Medic
Message, press the Enter
button once more to select
Save.

Alternatively, scroll left
and press Enter to select
Cancel.
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STEP4

A confirmation message
will pop up - your Medic
Message has been turned
off and deleted. Press
Enterto return to the
System Settings menu
alittle quicker.

How do I turn my Medic Message off?

STEP5

Your updated Medic
Message status will now
be displayed in the System
Settings menu.




What are BG reminders and how do | turn

them off?

Sometimes remembering to check your BG after a meal or correction
may slip your mind. That’s where Kaleido’s BG reminders comein. You
can setyourself areminder to do a BG test two hours after you started
delivering a bolus, just as an extra help. By default, BG reminders are
turned on. Don’t like or want the reminders? You can also turn them off -

just follow these steps:

STEP1 STEP2

On the System Settings Use the up ordown

menu, scroll to BG buttons to select Off, then
reminders and press press the Enter button.

Enterto select.

QUICK TIP

You can select Cancel and return to the System
Settings menu whenever you like. If you do, any
changes you’ve made won’t be saved.

STEP3

Press Enter again to select
Save.

If you’ve accidentally
moved to Save too soon,
just press the up button to
return to the selection box.
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QUICK TIP

You can turn your BG reminders back on by
selecting BG reminders in the System Settings
menu, then using the up or down arrows to select
On. Press the Enter button, then press it again to

select Save.
STEP4 STEP5
A confirmation message Your updated BG

will pop up - your BG
reminders have been
turned off. Press Enter to
return to the System
Settings menu a little
quicker.

reminders setting will now
be displayed in the System
Settings menu.
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How do | change my handset’s language?

We’d recommend that you only ever use your Kaleido handset in your
native language. In case of emergencies, it’s really important that
you’re able to completely understand the language that is being used
to communicate your pump information to you. If you do ever need to
change your handset’s language though, here’s how you doit:

STEP1

On the System Settings
menu, scroll to Language
and press Enter to select.

QUICKTIP

STEP2

Use theup ordown
buttons to scroll through
the language options.
Press Enter to select your
preferred language.

You can select Cancel and return to the System
Settings menu whenever you like. If you do,
any changes you’ve made won’t be saved.

STEP3

Now, press Enter again to
select Next.

If you’ve accidentally
moved to Next too soon
and you need to change
the language selected,
just press the up button to
return to the selection box.
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WARNING

Only change your language settings if it's absolutely
necessary for the safe continuation of yourinsulin

therapy.

STEP4

Your handset will confirm
the language selection
thatyou are about to
make.

Press the Enter button
again to select Save.

Alternatively, scroll left
and press Enter to select
Cancel and returnto the
previous screen.

STEP5

A confirmation message
will pop up - your

handset language has
been changed. Press Enter
to return to the System
Settings menu a little
quicker.

How do | change my handset’s language?

STEP6

Your updated language
setting will now be
displayed in the System
Settings menu. You’ll also
notice that your handset
language has changed.




How do | change the time on my handset?

It’s really important that your handset is always set to the correct
time. Time plays a crucial role in the delivery of your basal profiles, the
recording of your Insulin on Board and any other data entered into

Kaleido, so make sure you’ve set the time correctly.

To change thetime on your handset, just follow these steps.

SYSTEM SETTINGS

Connection: Blue Pump
Resource Levels: Good

Lock Screen: on

Medic Message: On

BG reminders:  Off

Language: English
Date: 22.07.2020
Back Home
STEP1 STEP2 STEP3

On the System Settings
menu, scroll to Time and
press Enter to select.

QUICKTIP

Enterthe currenttime
using theup ordown
buttons to scroll through
the numbers0to 9. Use the
right button to move on to
the next number.

You can select Cancel and return to the System
Settings menu whenever you like. If you do, any
changes you’ve made won’t be saved.

QUICK TIP

Changed the time (or date) on your handset
recently but forgotten when? Kaleido will give you a
reminder of this in History — just look for

the £5) symbol.

How do I change the time on my handset?

When you’ve successfully
entered the time, press
Enter and then Enter again
to select Save.

If you’ve accidentally
moved to Save too soon
and you need to change
the time that you have
entered, just press the up
button to return to the first
number box.
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WARNING

Ensurethatyou change thetime and date on your
handset to account for the difference in time zones
if you travel. The handset will not automatically
updateit’stime and date. If you travel through time
zones, getin touch with your healthcare provider
foradvice on how to adjust the insulin deliveries

gradually overtime.

SYSTEM SETTINGS

Connection: Blue Pump
Resource Levels: Good

Lock Screen: on

Medic Message: On

BG reminders:  Off

Language: English
Date: 22.07.2020
Back Home
STEP4 STEP5

A confirmation message
will pop up - thetime has
been saved. Press Enter to
return to the System
Settings menu a little
quicker.

The updated time will now
be displayed in the System
Settings menu and on your
Home screen.

How do | change the time on my handset?



How do | change the date on my handset?

It'svital that your handset is always set to the correct date,
sothatyou know your History data is always being recorded
accurately. You won’t be able to connect your handsetto a
pump until you've set the correct date first, so to set it for the
first time (orif you ever need to update it), here’s what to do:

STEP1

On the System Settings
menu, scroll to Date and
press Enter to select.

QUICK TIP

STEP2

Enter the currentdate
using the up ordown
buttons to scroll through
thenumbers0to 9. Use the
right button to move on to
the next number.

You can select Cancel and return to the
System Settings menu whenever you like.
If you do, any changes you’ve made won't be saved.

QUICKTIP

Changed the date (or time) on your handset
recently but forgotten when? Kaleido will give you
areminder of this in History — just look for the £5

symbol.

STEP3

When you’ve successfully
entered the date, press
Enter and then press Enter
again to select Save.

If you’ve accidentally
moved to Save too soon
and you need to change
the date thatyou have
entered, just press the up
button to return to the first
number box.

How do | change the date on my handset? 199
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WARNING

Ensurethatyou change the time and date on your
handset to account for the difference in time zones if
you travel. The handset will not automatically update
it'stime and date. If you travel through time zones,
get in touch with your healthcare provider for advice
on how to adjust the insulin deliveries gradually over

time.

STEP4

A confirmation message
will pop up - the date has
been saved. Press Enter to
return to the System
Settings menu a little
quicker.

STEP5

The updated date will now
be displayed in the System
Settings menu.

How do | change the date on my handset?



How do | turn my handset button tones off?

Turning your handset’s button tones off enables you to use
Kaleido more discreetly. See the steps below on how to do

this.

STEP1 STEP 2 STEP3

On the System Settings Use the up ordown Press Enter again to select

menu, scroll to Button buttons to select Off, then Save.

tones and press Enter to press the Enter button.

select. If you’ve accidentally
moved to Save too soon,
just press the up button to
return to the selection box.

QUICK TIP

You can select Cancel and return to the System
Settings menu whenever you like. If you do, any
changes you’ve made won’t be saved.
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QUICKTIP

You can turn your button tones back on by selecting
Button tones in the System Settings menu, then
using the up or down arrows to select On. Press the
Enter button, then press it again to select Save.

STEP 4

A confirmation message
will pop up - your button
tones have been turned
off. Press Enter to return to
the System Settings menu
alittle quicker.

STEP5

Your updated button
tone setting will now be
displayed in the System
Settings menu.

How do | turn my handset button tones off?




How do | set the volume of my handset?

Justlike your button tones, the volume you want to set your
Kaleido handset might change depending on where you are.
Follow these steps to set the volume you’d like. This will only
affect the volume of any notifications and reminders that you
receive-notyouralarms. Alarms will always play at maximum

volume.
STEP1 STEP2 STEP3
On the System Settings Use the left button to Press Enter again to select
menu, scrollto Volume make the volume quieter Save.
and press Enter to select. and the right button to
make it louder, then press If you’ve accidentally
the Enter button. moved to Save too soon
just press the up button
to return to the volume
selector.
QUICKTIP

You can select Cancel and return to the System
Settings menu whenever you like. If you do, any
changes you’ve made won'’t be saved.
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WARNING

Do not block or cover the speaker at the bottom of
your handset. If you do so, you may not be able to
hear alarms when they go off.

QUICKTIP

Volume changes only apply to the volume of your
handset speakers. For safety reasons, you cannot
change the volume of the speakers on your pumps.

WARNING

Keep your handset close by when you have the
volume set low. You may not be able to hear
notifications when they go off in case the volumeis
low and you do not keep your handset close by.

STEP 4

A confirmation message
will pop up - your handset
volume has been changed.
Press Enter to return to the
System Settings menu a
little quicker.

STEP5

Your updated volume
setting will now be
displayed in the System
Settings menu.

How do | set the volume of my handset?
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How do | set the brightness of my handset screen? &
If you use your handset a lot at night, your eyes are sensitive to bright -
light or the battery is getting low before you can charge it, you may wish &

your handset in direct sunlight, you may need a higher brightness setting
of your handset screen to be able to view the information on the screen.
Here’s how to adjust the brightness of your handset screen:

to lower the brightness of your handset screen. If you need to operate 9
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STEP1 STEP2 STEP3
On the System Settings Use the left button to Press Enter again to select
menu, scroll to Brightness  make the screen less Save.
and press Enter to select. bright and the right button
to make it brighter, then If you’ve accidentally
press the Enter button. moved to Save too soon

just press the up button
to return to the brightness
selector.

QUICKTIP

You can select Cancel and return to the System
Settings menu whenever you like. If you do, any
changes you’ve made won’t be saved.
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QUICKTIP

Here’s something to bearin mind - the brighter
your handset screen, the more battery power your

handset will use.

STEP4

A confirmation message
will pop up - the brightness
of your handset screen has
been changed. Press Enter
to return to the System
Settings menu a little
quicker.

STEP5

Your updated brightness
setting will now be
displayed in the System
Settings menu.
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How do | know which software version &
I’'m using? ®

Sometimes it might come in handy to know which software
version you’re currently using. Here’s how to find out which
version your system is running:
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On the System Settings
menu, scroll right down to
the bottom to Software.
The numbers displayed
show which version you’re
using.
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You’ll need to access the Status section of your
Kaleido handset when you want to pause, stop
or restart the pump you’re using.




Pausing your pump

You can choose to pause and remove your pump atany time.
Forexample, you might want to pause your pump (and take if off)
temporarily while showering, swimming or trying on new clothes.

Your handset will keep track of how much insulin you’ve missed while
your pump is paused, so that you can make an informed decision
aboutyourinsulin delivery when you’re ready to get going again.

How do | pause my pump?

STEP1 STEP2

Onthe Homescreen,scroll  Scroll to and select Pause
to Status and press Enter pumping.
to select.

You should speak to your
healthcare provider for
advice on when to pause
your pump and the action
you need to take when you
later decide to unpauseit.

STEP3

Your handset will ask you
if you want to pause
pumping. Just press the
Enter button to select Yes.

Changed your mind?
Just press the left button
toscrollto No. Press
Entertoselectitand
return to the Status
menu.
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STEP4

Your pump is now paused
and insulin delivery has
been stopped. On your
handset, you’ll be able to
keep track of how much
basalinsulin you’re
missing outon.

WARNING

You won’t be able to access any of your
handset’s other functions while your pump
is paused.

You won’t receive any insulin at all while your pump
is paused.

Your handset keeps track of the insulin you've
missed forinformation purposes only. It will not
automatically deliver the insulin you have missed
when you unpause your pump.

WARNING

Close the protective cover on yourinfusion set once
you choose to take your pump off while it is paused.
If you leave the protective cover open, dirt may enter
into the opening which may cause infections or
occlusions.

How do | pause my pump?
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STEP1 STEP2

When you’re ready to Your handset will ask you
restart your paused pump,  to confirmthatyou are
take note of how much ready to start pumping.
insulin you’ve missed and Select Yes by pressing
press the Enter button to Enter.

select Continue pumping.

Alternatively, you can press the left button

to scroll to Stop pumping. If you select Stop
pumping, your pump will enter Stop mode. “How
do I'stop my pump?” on page 215 for more details
about Stop mode.
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STEP3 STEP 4

Aconfirmation message Take aBGreading and,
will pop up - your pump using the information
has unpaused and your your handset has given
insulin delivery has been you about theinsulinyou
restarted! Press Enter to missed, decide whether
returntothe Homescreen  ornotto deliverabolus
alittle quicker. totop yourinsulin levels
back up.
WARNING

Always take a BG reading when you start to pump
after a break in your insulin delivery. This will help
you make informed decisions about your immediate
insulin requirements.

214 Howdo lunpause my pump?
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How do | stop my pump? g
You can also stop your pump from the Status menu. Stopping your pump -
should always be your very first step when you’re preparing to take your &
pump off. This is especially important if you're getting ready to swap -

pumps so thatimportant data is transferred to your handset - in fact,
you'll get an alarm if you remove aninsulin cartridge from a pump without
stoppingyour pump first.
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Onceyou've followed the steps here, you can find out more about
removing pumps (and infusion sets) by checking out “How do | take my
pump off?” on page 72.
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STEP1 STEP2 STEP3

Onthe Homescreen,scroll  Scrollto and select Stop Your handset will ask

to Status and press Enter pumping. you if you’d like to stop
to select. pumping. Press the Enter

button to select Yes.

Decided you don’t want
to stop your pump after
all? Just press the left
button to scroll to No.
Press Enter to select it
and return to the Status
menu.

How do I stop my pump? 215



WARNING

When your pump is in Stop mode, the handset will
not keep track of any insulin deliveries that you have
missed. Also the insulin delivery functionalities (e.g.
temporary basal rate, bolus) are not available during

Stop mode.

STEP4

Aconfirmation message
will pop up - your pump
has been stopped and you
are no longerreceiving
any insulin. Press Enter to
return to the Home screen
a little quicker.

How do | stop my pump?

STEP5

Your Home screen will
update to show that your
pumpisin Stop mode.




How do | restart my pump?

When your pumpisin Stop mode, your handset and pump will stay
connected to each other. This means you can choose to start pumping
again whenever you like - your pump will just restart the same basal
profile you were using when you stopped it.

You can also follow these steps if you need to start your pump if you chose
not to immediately start pumping when you first connected your pump to
your handset.

STEP1 STEP2

Onthe Homescreen,scroll ~ Whenyou’rein Stop

to Status and press Enter mode, there are two

to select. options to select- Home

or Start pumping. To Start
pumping - press Enter to
selectit.

How do | restart my pump?

217

S0 ¥0 €0 <0 710

90

(=]
=~
(%2
—
Q
—
o
%]

0T 60

1T



218

STEP3

Justin caseyou’reusing
anew infusion set, your
handset will now give you
another chance to prime
your cannula. There are
three options for you to
choose from:

«Ifyou’d like to prime a
new infusion set witha 6
mm cannula, press Enter
to select Yes, 6 mm. If

you do, you'll be asked if
you’re ready to prime your
cannulaand start
pumping, and your
handset will walk you
through what to do next.

«Ifyou’d like to prime a
new infusion set with a9
mm cannula, scroll down
to Yes, 9 mm, then press
Enterto selectit.

If you do, you’ll be asked if
you’re ready to prime your
cannula and start
pumping, and your
handset will walk you
through what to do next.

«If you’re not using a new
infusion set, just press the
left button to scroll to No

and press Enter to select it.

You can find out more
about priming your
cannula by checking out
“Why do I need to prime my
cannula?” on page 60.

How do | restart my pump?

STEP 4

If you chose No, your
handset will now ask
you if you'd like to start
pumping. Press the Enter
button to select Yes.

Make sure you don’t select
Yes until you wear and
connect your pump and
Infusion set, and you are
ready to start receiving
insulin. Your handset will
stay on this screen for as
long asyou need it to.

If you’ve changed your
mind, just press the left
button to scroll to No.
Press Enter to select it
and then return to the
Status menu.



STEP5

A confirmation message
will pop up - your pump
has been started. Your
handset will show you the
basal profile it’s currently
running. You can press the
Enter button to jump to
the Home screen a little
quicker.

STEP6 STEP7

Your Home screen will Take a BG reading to make
update to show you all sureyour currentinsulin
your pumping details. delivery matches your

requirements.

WARNING

Always take a BG
reading when you start
to pump after a break
in your insulin delivery.
This will help you make
informed decisions
about yourimmediate
insulin requirements.
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Alarms in Kaleido

The intelligent alarm system in your Kaleido
uses algorithms and sensors to monitor the
state of the system. If somethingisn’t quite
going to plan, Kaleido will generate alarms

to let you know of anissue with your pump,
handset, orinsulin cartridge. These alarms
willinterrupt any other actions thatyou are
running on your Kaleido. There are low priority
and high priority alarms. Kaleido uses no
medium priority alarms.

Kaleido has a distributed alarm system.
Both the pump and handset can generate
alarms, but only the handset can be used to
acknowledge the alarm.

If multiple alarms occur at the same time, the
intelligent alarm system will notify you of high
priority alarms first before notifying you of
low priority alarms. If the alarms have equal
priority, then the one with the lowest alarm
number (see page 234) is shown first. Each
alarm must be individually acknowledged
before the next alarm can be presented.



What is a low priority alarm?

You'll receive a low priority alarm if your pump or handset needs to warn you
about something that’simportant but not urgent yet.

For low priority alarms related to your pump, the pump will sound a pattern

of 3short beeps. When in range of your pump, your handset will also sound

this beeping pattern, vibrate, and show an alarm message containing a yellow
low priority alarmicon A , explainingwhat the alarm is for. These sounds and
vibrations will repeat until you acknowledge the alarm message on your handset.

For low priority alarms that are related to your handset but not your pump, only
the handset will notify you with a pattern of 2 or 3 short beeps, vibrations, and
analarm message. Depending on the specific alarm condition, these sound and
vibration patterns will either occur once or repeat until you acknowledge the
alarm message on your handset (see page 222-224 for instructions on how to
resolve the specific alarm issue).

WARNING

You should always keep your handset within reach
in casethere’san alarm and keep the handset
battery sufficiently charged.

Whatis a high priority alarm?

High priority alarms only occur if something serious is going on that requires your
full attention immediately.

High priority alarms related to your pump willimmediately stop your pump. Your
pump will notify you by sounding a pattern of 10 short beeps. When in range of
your pump, your handset will also sound this beeping pattern, vibrate, and show
an alarm message with the red high priority alarmicon &, giving you more
details about what’s going on. The alarm sounds and vibrations will repeat until
you acknowledge the alarm message on your handset.

For high priority alarms that are related to your handset but not your pump, only
the handset will notify you with a pattern of 10 short beeps, vibrations, and an
alarm message. Once you acknowledge the alarm, your handset will shut down,
butyour pump will continue to operate (see pages 225-228 forinstructions on
how to resolve the specific alarmissue). The alarm sounds and vibrations will
repeat until you accept the alarm message on your handset.

What are alarms?
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WARNING WARNING

High priority pump alarms will High priority handset alarms will turn off
immediately stop your pump. Bearin  your handset once you have acknowledged
mind thatyour pump willnotdeliver  the alarm, but will not stop your pump. Your
insulin during Stop mode. Onceyou’ve  pump will continue to deliverinsulin as
sorted theissue thatcaused thealarm, programmed. You have to resolve the issue
you will need to manually restart with your handset before you can continue
pumpingusing your handset. usingit to modify yourinsulin deliveries.

How do | acknowledge alarms?

Onceyou have read and understood the alarm message, press the Enter button
to acknowledge the alarm. Acknowledging an alarm will silence the alarm sounds
orvibrations on the handset and pump for that particular alarm and close the
alarm message on the handset. If the alarmis related to a high priority alarm on
the handset, the handset will shut down. Otherwise, the handset will return to
where you left off on the handset before the alarm occurred.

For low priority alarms, the handset will For high priority alarms, the handset will
show an alarm inactivation symbol on show an alarminactivation symbol on
the main screen 24 tosignify thatthe the main screen X to signify that the
alarm has been silenced. Additionally, alarm has been silenced. Additionally,
the handset will also show an alarm the handset will also show an alarm
indicator £ for low priority alarms to indicator flashing A& for high priority
letyou know thereis an existing alarm alarmsto let you know there is an existing
condition your Kaleido. alarm condition your Kaleido.

If there are multiple alarms, the symbols associated with the highest priority alarms will
be shown. The alarm inactivation symbol and alarm indicator will stay on the top right
corner of your handset until you have resolved the issue that caused the alarm (see
page 227, page 228, page 230 and page 233 for more information).

224 How do | acknowledge alarms?



How do | test the alarm system?

To verify that your Kaleido alarm system is in working order, you can perform a
shorttest. The best time to do this test is while you are switching to a new insulin

cartridge.

Keep yourhandset close by at all times during the test.

STEP1

With the old insulin
cartridge still in the pump
currently in use, detach
yourinsulin cartridge
connector from your
infusion set.

Trigger an alarm by
removing the old insulin
cartridge from the pump
whileitis still pumping.

WARNING

Your handset battery
is now charging

@

STEP2

Your pump and handset
should start to sound an
alarm and the handset will
vibrate and show an alarm
screen.

Acknowledge the alarm on
the handset.

If this pump does not
alarm, insert a new fully
filled insulin cartridge
into your second pump
and follow the applicable
instructions on the
screen. If the handset
does not alarm, switch to
an alternative method of
insulin delivery. In either
situations, contact Kaleido
Careoryourdistributor
for help.

STEP3

Insert a new fully filled
insulin cartridge into your
second pump and start
therapy again following
the on screeninstructions
as applicable.

If you wish to test the
alarm system on your
second pump, follow the
process of the previous
steps at your nextinsulin
cartridge change.

Do not insert or remove an insulin cartridge while it is connected to your infusion
set on your body. Your Kaleido pumps will dispense a small amount of insulin
when you insert or remove an insulin cartridge.

How do | test the alarm system? 225
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How to review alarms?

Onceyou acknowledge an alarm and close the alarm message on the handset,
there are 2 ways to review the alarm again. The first way is to check the History
Menu (see page 147). The History Menu will show the time the alarm occurred
along with a short description of the alarm. The second way is to wake your
handset from sleep mode by shortly pressing the power button or the Enter
button. Ifthere are active alarms in Kaleido when your handset wakes up, the
handset will request you to review the alarm messages of these active alarms.

STEP1

Wake up your handset by
shortly pressing the power
button or the Enter button.
The handset will notify you
if there are active alarms.
Scrollright to press View
toreview the alarm
messages for these active
alarms or Scroll left and
press Skip to skip viewing
the alarm messages.

226 How to review alarms?

STEP2

Review each alarm
message and then press
the Enter button to select
Next to go on to the next
active alarm message.

STEP3

Onceyou have reviewed
the alarm messages of all
active alarms, press Enter
to select Doneto return to
where you last left off on
the handset.
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When will | get a low priority pump alarm? g

You'll get a low priority alarm related to the pump if: -

«Your pump battery «You’ve been using «Yourinsulin cartridge -

is getting low thesameinsulin volumeis getting low )
cartridge for three days
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You’ll receive this alarm when
your pump battery has 10% of
its power remaining.

If you receive this alarm, it’s
important to start keeping
an eye on your pump battery.
You should charge your pump
as soon as possible, so make
sure everything you need to
replace your pump is nearby
so that you can switch over
to your other pump quickly
before your current pump’s
battery is empty. Again, you
can keep a check on how

low your pump battery is

by checking your Resource
Levels.

The alarm pattern of 3
beeps will repeat until you
acknowledge the alarm.

Insulin cartridges can be used
for up to three days straight
before they must be replaced.
Onceyou’ve received this
alarm, you’ll have six hours
untilyourinsulin cartridge
expires - and your infusion set
tooif you started using them
atthe sametime.

Sometimes it might not be
possible to replace your
insulin cartridge straight
away, however, you should
always try to replace your
insulin cartridge, pump and
(ifit’s also three days old)
your infusion set as soon as
possible after getting the
alarm. So make sure you keep
everythingyou’ll need to do
this nearby

To keep you in the loop about
how much insulinis leftin the
cartridge, you'll receive this
alarm when you have 25 units
ofinsulin leftin yourinsulin
cartridge.

If you have less than 25 units
leftinyourinsulin cartridge,
the basal profile you’re
running and any boluses

you deliver could empty
yourinsulin cartridge pretty
quickly. When you get this
alarm, you’ll need to keep
aclose eye onyourinsulin
cartridge levels and make
sure everything you need to
replace yourinsulin cartridge
is nearby, justin case. Just
like with your handset and
pump batteries, you can see
how full yourinsulin cartridge
is by checking your Resource
Levels.

When will | get a low priority pump alarm? 227



When will I get a low priority handset alarm?

You'll get a low priority alarm related to the handset if:

«Your handset
battery is getting
low

« Thereisa communication
error between your hand-

setand your pump

«YourInsulinon
Board has been reset

You’ll receive this alarm when
you have just 10% of your
handset battery remaining.

You should charge your
handset as soon as possible.
You can keep an eye on how
low your handset battery is
by checking your Resource
Levels.

The alarm pattern of 3
beeps will repeat untilyou
acknowledge the alarm.

If this alarm pops up, retry
the action you were trying to
perform on the handset (you
could also try moving your
handset closer to your pump
too). If that doesn’t work,
contact Kaleido Care and we
can help you work out what’s
goingon.

The alarm pattern of 3
beeps will repeat until you
acknowledge the alarm.

228 When will | get a low priority handset alarm?

This alarm might pop up in
case your handset battery has
drained or the pump unpaired
from your handset. When this
alarm pops up, your Insulin
on Board has been reset. Your
pump will continue to deliver
yourinsulin according to how
you programmed it.

This alarm is meant to notify
you that, as the Insulin on
Board has been reset, the
Insulin on Board and Total
Daily Dose might not be
accurate for the amount of
time indicated by the alarm.
Keep thisin mind when
deliveringinsulin with Kaleido
during the time indicated by
the alarm.

The alarm pattern of 2 beeps
will not repeat.



«Your handset battery
isempty

«Your handset and
pump software
versions do not match

Ifyou get thisalarm,

you’ll need to charge

your handset as soon

as possible. Once your
handsetis charged, you’ll be
able to continue using

itas normal. To avoid
emptying your handset
battery in the future, you can
keep an eye on how fullitis
by checking your Resource
Levels.

The alarm pattern of 3
beeps will repeat until you
acknowledge the alarm.

If you get this alarm,

you cannot use your system.
Switch to an alternative
method of insulin delivery
and contact Kaleido Care for
help.

The alarm pattern of 3
beeps will repeat until you
acknowledge the alarm.

When will | get a low priority handset alarm? 229
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When will I get a high priority pump alarm?

You'll get a high priority alarm related to the pumpiif:

«Your pump batteryis
empty and infusion
stopped

«Yourinsulin cartridge

isempty

« Theinsulin cartridge
you’re using has
expired

Your pump battery isempty
and your pump has been
stopped. Unclip your infusion
set to disconnect from your
current pump and remove its
old cartridge.

Then swap to your other,
fully charged Kaleido pump
by either reinserting your
currentinsulin cartridge (if
you still have enough insulin
and are using it for less than
three days) or by inserting a
newly filled insulin cartridge.

It’simportant to charge the
pump you’ve removed as
soon as possible, so thatit’s
ready to use when you next
need it.

You’ve used up all of your
insulin, so you’ll need to
remove your existing insulin
cartridge and replace it with
anew, filled cartridge before
you can restart your pump.
Whileyou’re atit, you should
change your Kaleido pump,
and also your infusion set if
you’ve been using the same
one for three days too.

230 When will I get a high priority pump alarm?

You’ve been using yourinsulin
cartridge for too long and
you’ll need to replace it with
anew, filled cartridge before
you can restart pumping. If
you started using your current
pump and infusion set at the
sametime asyourold insulin
cartridge, you should replace
them now too.



«Yourpump hasan
insulin blockage

Insulin blockages (sometimes
known as occlusions) can

be caused by problems with
your infusion set orinsulin
cartridge. To solve this, there
are afew different things you
cantry.

Have a look at your tubing to
seeifit’s become twisted or
kinked. Ifit has, straighten
itout. If not, try unclipping
and reclipping yourinsulin
cartridge connector.

Iftheissue stillisn’t resolved,

try replacing yourinfusion set
before restarting your pump.

Ifthis didn’t resolve theissue,
replace yourinsulin cartridge
with a new fully-filled one.

Ifinfusion blockage is still not
resolved:

Remove your Kaleido pump
and infusion set completely.
Switch to your other pump
using a newly filled insulin
cartridge and infusion set and
restart pumping. If the issue is
still not resolved, switch to an
alternative method of insulin
delivery and contact Kaleido
Carefor help.

When will | get a high priority pump alarm? 231

WARNING

Disconnect yourinsulin
cartridge and infusion
set before removing
anyinsulin blockages.
Rectifying the problem
to restart the flow of
insulin may resultinthe
delivery of asmall and
unexpected amount of
insulin.

WARNING

Checkyour glucose
levels and act
accordingly ifyou get an
insulin blockage alarm
(occlusion). You may not
have received all of the
insulin you expected.
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«There’s a problem
with your Kaleido

pump

«Yourinsulin cartridge has
comeoutofyour pump
while itwas pumping

Unfortunately, yourinsulin
cartridge has come out of
your pump while your pump
was in use. This might have
happened because you forgot
to stop your pump before
intentionally removing your
insulin cartridge,

butit’s also possible that
ithappened accidentally,
without you realising. To
make sure you’re always
aware if you’re no longer
receivinginsulin, you’ll getan
alarmifyourinsulin cartridge
is removed from your pump
while your pumpis running.

Ifyou get this alarm, ensure
you are not connected
toyourinfusion set, then
reinsert your currentinsulin
cartridge (oranewone
ifyou’re changing your
cartridge), reconnect your
pump and handset, clip your
insulin cartridge connector
toyourinfusion set and start
pumping again. In case your
insulin cartridge is stillin the
pump when you receive this
alarm, refer to page 234 for
more help.

232 When will I get a high priority pump alarm?

In the bottom right corner

of yourscreenyou’llsee a4
digit number. If you receive
this alarm, see page 235 for
alist of possible alarms and
steps you can take to solve the
issue yourself. In case you are
not able to resolve theissue,
contact Kaleido Care. Kaleido
Care will ask you for the 4 digit
number to work out how best
to help you.

We’lldo all we canto getyou
back up and running quickly,
butif we can’t, you’ll need to
swap to your other Kaleido
pump while we work out.
Can’t contact Kaleido Care
straight away? Just switch to
your other Kaleido pump or if
needed, an

alternate method of insulin
delivery and then contact us
when you can.



When will I get a high priority handset alarm?

You’ll get a high priority alarm related to the handset if:

«There’s a problem
with your Kaleido
handset

In the bottom right corner
you’ll see a4 digit number.

If you receive this alarm, see
page 238 for a list of possible
alarms and steps you can take
to solve theissue yourself.

In case you are not able to
resolve the issue, contact
Kaleido Care. Kaleido Care
will ask you for the 4 digit
number to work out how best
to help you.

Can’t contact Kaleido Care
straight away? Your pump will
only continue delivering your
basaland any boluses that
arerunning, so you should
contact us as soon asyou can.

When will | get a high priority handset alarm?

In the meantime, if you don’t
want to use your Kaleido
pump without your handset,
justunclip yourinsulin
cartridge connector from your
infusion set and remove your
pump (see “How do | take my
pump off?” on page 72) and
switch to an alternative form
of insulin delivery.

233
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Kaleido technical alarm

code handling

/

Kaleido.

\

234 Kaleido technical alarm code handling

For some pump and handset alarms,
the handset will show a 4 digit
number in the bottom right corner.
The alarm number can also be found
inyour History on the handset. This
section contains a list of most
common alarms and steps you can
take to solve theissue. In case you are
not able to resolve the issue, contact
Kaleido Care. Kaleido Care will ask
you for the 4 digit number to work out
how best to help you.

\ 4DIGIT ALARM NUMBER

QUICK TIP

If you are unable to solve the
alarmyourself after consulting the
instructions on the following pages,
contact Kaleido Care.



Pump alarms

Alarm What’s on the alarm | Stepsto take to solve the issue
number |screen?
Your pump has a hardware issue and needs to be replaced.
There’s a problem with Your pump has been stopped.
1004, - 1. Acknowledge the alarm.
your Kaleido pump . - . .
1020, 2. Disconnectyourinsulin cartridge connector from your
Your pump has been . . . ; .
1021, infusion set, then take the insulin cartridge out of the
stopped
1055 pump andchange to the other pump.
3. Contact Kaleido Care to inform them about your alarm.
We will replace your pump as soon as possible!
Your pump has a software issue and needs to be replaced.
There’s a problem with Your pump has been stopped.
- 1. Acknowledge the alarm.
your Kaleido pump ) B . .
2. Disconnectyourinsulin cartridge connector from your
1005 Your pump has been . . . > A
infusion set, then take the insulin cartridge out of the
stopped
pump andchange to the other pump.
3. Contact Kaleido Care to inform them about your alarm.
We will replace your pump as soon as possible!
Something went wrong with your insulin delivery.
Your pump has been stopped.
1. Acknowledge the alarm.
2. Your pump will reboot by itself.
3. The connection screen should appear automatically.
There’s a problem with Press Enter to connect, selecting the option to reuse your
your Kaleido pump lastinsulin cartridge. Restart pumping.
1030 Your pump has been 4. If cartridge reuse isn’t possible, disconnect yourinsulin

stopped

cartridge connector from your infusion set, then take

your your insulin cartridge out of your pump (you’ll hear 2

beeps when this happens) and try connecting using a new

and fully filled insulin cartridge instead. Restart pumping.
5. Ifthe same alarm sounds again, switch over to your other

pump. Contact Kaleido Care and we’ll take care of it for

you.
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Alarm What'sonthealarm
number |screen?

Steps to take to solve theissue

There’s a problem with
your Kaleido pump
Your pump has been
stopped

1071,

1091 WARNING

Your IOB (Insulin
On Board) and
TDD (Total Daily
Dose) may not be
accurate.

Your pump has unexpectedly reset and is now stopped.
1. Acknowledge the alarm.
2. The pump will reboot (you will hear 2 beeps).

3. The connection screen should appear automatically.

Press Enter to connect, selecting the option to reuse your
lastinsulin cartridge. Restart pumping.

4. Cartridge reuse not possible? Disconnect your insulin

cartridge connector from your infusion set, then take the
insulin cartridge out (hear 2 beeps) and try connecting
usinga new and fully filled insulin cartridge. Restart
pumping.

5. Donotrely on Insulin on Board (I0B) records for the time

set foryourinsulin activity (i.e. if set for 3 hours, then
Insulin on Board should be deemed inaccurate for 3 hours
from the point of restarting the pump). The Total Daily
Dose (TDD) is also invalid for that day.

6. Ifthe same alarm sounds again, switch over to your other

pump. Contact Kaleido Care and we will try to help you as
soon as possible.

There’s a problem with
your Kaleido pump
Your pump has been
stopped

1078

Your pump can’t process this request and has stopped.

1. Acknowledge the alarm.

2. The pump will reboot (you will hear 2 beeps).
3. The connection screen should start automatically. Try

to connect, stating that the last insulin cartridge is being
reused. Restart pumping.

4. Cartridge reuse not possible? Disconnect your insulin

cartridge connector from your infusion set, then take the
insulin cartridge out (hear 2 beeps) and try connecting
using a new and fully filled insulin cartridge. Restart
pumping.

5. If you hear the same alarm again after you’ve

inserted a new insulin cartridge, switch over to your spare
pump. Contact Kaleido Care and we will try to help you as
soon as possible.

236 Kaleido technical alarm code handling



Alarm
number

What'sonthealarm
screen?

Steps to take to solve theissue

1090

Yourinsulin cartridge
has come out of your
pump while it was still
pumping

QUICKTIP

When the pumpis running and detects that the
cartridge is removed, pumping stops. The beeping
of this pump alarm can only be stopped by
acknowledging the alarm via the handset.

1. Checkif the insulin cartridge is out of the pump

If the insulin cartridge is out of the pump:

2. Acknowledge the alarm.

3. Disconnect your insulin cartridge connector from your
infusion set, then try to reinsert the insulin cartridge,
stating that the lastinsulin cartridge is being reused,
orinsertanew and fully filled insulin cartridge (either
because this was the initial plan, or because reusing the
last cartridge isn’t possible).

4. Follow the steps on the connection screen to connect the
pump to the handset.

If the insulin cartridge is stillin the pump:

2. Acknowledge the alarm.

3. Disconnect your insulin cartridge connector from your
infusion set, then take the insulin cartridge out of the
pump and change to the other pump.

4. Contact Kaleido Care to inform them about your alarm.
We will replace your pump a s soon as possible.

1092

There’s a problem with
your Kaleido pump
Your pump has been
stopped

There’s a problem with your Kaleido pump.

1. Acknowledge the alarm.

2. Disconnectyourinsulin cartridge connector from your
infusion set, then try to reinsert the insulin cartridge,
stating that the last insulin cartridge is being reused, or
inserta new and fully filled insulin cartridge.

3. Disconnectyourinsulin cartridge connector from your
infusion set, then take the insulin cartridge out of your
pump.

4. The connection screen should start automatically. Try
to connect, stating that the last insulin cartridge is being
reused. Restart pumping.

5. Cartridge reuse not possible? Disconnect your insulin
cartridge connector from your infusion set, then take the
insulin cartridge out (hear 2 beeps) and try connecting
using a new and fully filled insulin cartridge.

6. Alarm keeps reoccurring? Charge your pump fully
(minimum 2 hours) and try reconnecting then. You can
switch to your other pump in the meantime.

7. Ifthe alarm keeps repeating, change to your other pump.
Contact Kaleido Care and we will try to help you as soon
as possible.
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Handset alarms

Alarm What’sonthe alarm | Stepsto take to solve theissue
number |screen?
Your handset has a software issue and needs to be replaced.
1. Acknowledge the alarm.
There’s a problem with | 2. Your handset will turn off, but your pump will continue to
your Kaleido handset deliver your basal profile if there was one active. You will
2005, Your handset will now not be able to deliver a bolus or change your settings.
3083 turn off, butyour pump | 3. Contact Kaleido Care to inform us about your alarm. We
will not stop will replace your handset as soon as possible.
There’s a problem with your handset battery.
1. If the pump was running at the time of the alarm, it will
continue to deliverinsulin.
There’s a problem with | 2. Acknowledge the alarm. The handset will turn off.
your Kaleido handset | 3. Charge the handset for a minimum of 10 minutes, ignoring
2012, Your handset will now the alarm.
3086 turn off, but your pump | 4. Accept the alarm after 10 minutes. The handset will
will not stop reboot. If theissue is resolved, check Time and Date
settings are correct.
5. Ifthe alarm keeps repeating, please contact
Kaleido Care. We will try to help you as soon as possible.
Your handset has unexpectedly reset.
1. If the pump was running at the time of the alarm, it will
continue to deliverinsulin.
There’s aproblem with | 2. Acknowledge the alarm. The handset will reboot.
your Kaleido handset | 3. Turn the handset back on by pressing the on/off button for
2041 Your handset will now 3seconds.

238

turn off, but your pump
will not stop

4.

Iftheissue s resolved, check Time and Date settings are
correct.

. Ifthe alarm keeps repeating, please contact

Kaleido Care. We will try to help you as soon as possible.

Kaleido technical alarm code handling



Alarm What’s onthe alarm Steps to take to solve theissue
number |screen?
Your handset has unexpectedly reset.
1. Ifthe pump was running at the time of the alarm, it
will continue to deliver insulin.
There’s a problem with 2. Acknowledge the alarm. The handset will reboot.
your Kaleido handset 3. Turn the handset back on by pressing the on/off
Your handset will now turn button for 3 seconds.
off, butyour pump will 4. Iftheissueis resolved, check Time and Date settings
notstop are correct.
5. Checkifthe pumpis running and restart if necessary,
3084 . . . . . .
stating that the lastinsulin cartridge is being reused.
WARNING 6. Do not rely on Insulin on Board (I0B) records for the
Your IOB (Insulin On time set for your insulin activity (i.e. if set for 3 hours,
Board) and TDD (Total then Insulin on Board should be deemed incorrect for
Daily Dose) may not be 3 hours from the point of restarting the pump). The
accurate. Total Daily Dose (TDD) is also invalid for that day.
7. Ifthe alarm keeps repeating, please contact
Kaleido Care. We will try to help you as soon as
possible.
This alarm indicates that an unknown error has
occurred.
1. Acknowledge the alarm. The handset will reboot.
2. Turn the handset back on by pressing the on/off
button for 3 seconds.
3. Wait to seeif the pump restarts automatically. If it
doesn’t, disconnect your insulin cartridge connector
There’s a problem with from your infusion set, then remove the insulin
your Kaleido handset cartridge from the pump, then reinsert.

3149 Your handset will now turn | 4. The connection screen should start automatically.
off, but your pump will Try to connect, stating that the lastinsulin cartridge
not stop is beingreused.

5. Ifthereis no effect, acknowledge the alarm.
Disconnectyourinsulin cartridge connector from
your infusion set, then take the insulin cartridge out
(hear 2 beeps) and try connecting using a new insulin
cartridge.

6. Ifthe alarm keeps repeating, please contact

Kaleido Care. We will try to help you as soon as
possible.
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Precautions

Kaleido will let you know straight
away if there’s a pump, handset
orinfusion set blockage issue that
needs your attention. Butin very
exceptional circumstances, there
may be times when your pump and
handset can’t detect that there’s a
problem. For example if you have
accidentally pulled out your infusion
setor theinsulin cartridge connector
isno longer connected to your
infusion set.

You need your current BG information
to help you make diabetes
management related decisions
should a problem occur, so you
should make sure you always test
your glucose levels at least four
times aday (or as recommended

by your healthcare provider) while
you’re using an insulin pump. If you
ever have an unexpected glucose
level, check your Kaleido pump and
handset, yourinsulin cartridge, the
insulin itself and the infusion set, to
make sure everythingis as it should
be. Also check that you haven’t
missed a bolus. You can also check if
the device you’re using to check your
BGis functioning correctly.

Additionally, thereis a small chance
that you may have missed an alarm,
soit’s a good idea to double-check
your History too.

Ifin doubt, keep an alternative

240 Precautions

insulin delivery system on standby,
justin case, and contact Kaleido
Care for help. If you feel unwell or
you’re measuring extremely high or
low glucose levels, always call your
healthcare provider for advice.

Note that when the handset is
powered off, no alarm messages

can appearon the handset screen.
When the handset is powered on,

any alarms will automatically be
displayed and updated in the History.

WARNING

Do not use Kaleido if you are unsure
how to reactto analarm. Switchtoan
alternative form ofinsulin therapy, and
contact Kaleido Care, your distributor
oryour healthcare provider for
assistance.
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Looking after your Kaleido

In order to keep your Kaleido in good condition, charge your pumps,
handset and clean Kaleido on a regular basis. Otherthan cleaning and

charging, there are no serviceable parts for Kaleido.

How should I clean my Kaleido products?

We recommend that you take five minutes to clean your Kaleido pumps,
handset, charging dock and inserter at least once a week. Here’s how you do it:

STEP1

Dab a little bit of pH
neutral detergent onto
a clean, non-fibrous dry
cloth.

QUICKTIP

Most liquid soaps

and baby shampoos are
pH neutral. Never use
harsh chemical cleaning
detergents to clean your
Kaleido products.

WARNING

Do not let the USB port
ofthe Handset and
the contact pins of the
Charging dock comein
contact with liquids.

STEP2

Using your cloth, gently
wipe your pumps,
handset,

charging dock and
inserter. Remove any dirt
or glue residues that might
have built up from to your
body and pump patches.

WARNING

Do not clean any of your
Kaleido products while
theyare pluggedinto a
power source, computer,
oradatauploading
device. Doing so may
resultinan electric
shock.

How should | clean my Kaleido products?

STEP3

Before you finish, make
sureyou’ve wiped away
any

detergent residue and
then, if necessary, pat your
products dry with a non-
fibrous cloth.

WARNING

Never wet or submerge
your handset, power
adapter, connection
cable, inserteror
charging dock. Any
water entering these
components may lead
to electricshockand
damage the device.



How should | store my Kaleido products?

Keep your Kaleido productsin a clean, dry place where you know you’ll be able to
access them whenever you might need to. Your Kaleido products should be stored and
used at temperatures between 5°C and 37°C and a relative humidity (non-condensing)
between 15% and 93%,

37°C 93%

5°C 15%

It’simportant to remember that once you’ve filled an insulin cartridge, you should start
usingitimmediately.

WARNING

Do not store the unfilled insulin cartridge at a
temperature above 37°C. The quality and performance
oftheinsulin cartridges could be affected.

WARNING

If the packaging orthe components have been exposed
to environmental conditions outside of those specified
above, safety of use and delivery accuracy of the
Kaleido system may be affected. If this occurred, only
use non-damaged components. If thisis not possible,
change to an alternate method of insulin delivery, as
recommended by your healthcare provider.

How should | store my Kaleido products?
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What do I doif I need to dispose of my
Kaleido products?

Pumps, handset, charging dock, power adapter,
connection cable and inserter

When it’s time to dispose of your Kaleido pumps, handset, charging dock
orinserter,you can return them to us at the following address and we’ll
take care of them for you:

ViCentraB.V.
Rijnzathe 6 ﬁ
3454 PV Utrecht

The Netherlands

Top-up Kit contents

Theitemsinyour Top-up Kit should only be used once and then disposed
ofinan appropriate way straight after use. We recommend that you
always use a sharps bin for needles.

QUICKTIP

Your healthcare provider will

be able to advise you on how to
dispose of medicines thatyou no
longer need, as well as items that
have been contaminated with
medicine. You should also contact
your local authority for advice on
the proper method of disposal of
biohazardous material.

Waste packaging materials

Packaging materials from the Starter kit, or Top-up Kit can be disposed of
through your regular waste system.

What do I do if | need to dispose of my Kaleido products?



Where can | get replacement Kaleido products?

Kaleido Care, your authorized distributor or your healthcare provider
will automatically send you a brand new Top-up Kit before you use
everything from your current kit.

Of course, if you need an extra Top-up Kit want to change what you
receive, or you need to update your delivery address, just contact
Kaleido Care, your authorized distributor or your healthcare provider.

The Kaleido Care team will also be ready and waiting to help you if you

ever need areplacement pump, handset, charging dock, connection
cableorinserter®.

“For more information on replacement of Kaleido, please refer to the
Warranty conditions on page 269.

Where can | get replacement Kaleido products?
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9
FAQsS

In this chapter you will find our most
frequently asked questions - and the answers
to those questions, so you have them allin

one spot.



10

]
How often should | take a BG reading? &
Checking your glucose levels often is the safestand most ~ WARNING e
effective way to make sure the insulin you have delivered ~ Check fordamage of
does what it should. It’ll help to keep you aware of theinsulin cartridge, &
any potential highs or lows before they start causing infusion setand pumpin
problems. It’simportant that you take a BG reading to case you notice that your S
checkyour glucose levels at least four times a day: glucose levels are high
» oncewhen you wake up orwhen you need more S
: Enfce before ea]ctlnlgyour meals insulin than expected.
eloreyougotosieep Also check the BG
You might also want to take a BG reading: meaSW'”S dewcg ygu 3
« about2 hours after delivering a bolus areusingisfunctioning
« before any snacks correctly. In case you
« when your pump is paused or stopped seeanydamageon a
(and when you restart it) Kaleido component,
« afterchangingyourinsulin cartridge and infusion set. stop using it, contact .
Kaleido Care/your =
Consult your healthcare provider for more information distributor and replace

onwhen and how to check your BG. the component

Canlwearmy pump during exercise?

We designed your Kaleido to be worn during all sorts of physical activities, but whether
to leave it on or take it off depends on the type of exercise that you are doing and what
happens to your BG before, during and after exercise. Different types of exercise might
have a differentimpact on your BG. Make sure to consult with your healthcare provider
for advice on whether to leave your pump on, pause and remove it or set a temporary
basal rate. For more information, see “How do | pause my pump?” on page 211 and
“How do I stop my pump?” on page 215. See also”How do | set a temporary basal

rate?” on page 101

QUICKTIP QUICKTIP QUICKTIP

When doing contactsports  Ifyouremove your pump Some sports and exercises
there'sarisk ofaccidentally ~ foranylength of time, the can be pretty energetic - we
pulling out your cannula, mostimportant thing to designed your Kaleido with
damagingyourinfusionset ~ rememberisto check real lifein mind, but we

site ordamaging yourpump.  your glucose levels more recommend never putting
Therefore we recommend frequently. This can them - oryourself - at
taking your pump off during ~ help youto avoid any unnecessary risk.

these types of exercise. unexpected changes and

can comein handy with

catchingany highs orlows

early too. Also rememberto

close the protective cover

onyourinfusion set. FAQs 251



252

What about water?

Your Kaleido pump is waterproof for a depth of 1.5 meters up to 1 hour. This means you
can shower and take a swim as long as you don’t go deeper than 1.5 meters or for longer
than 1 hourin the water. Remember to clean your pump in case it becomes dirty (see
page 244).

WARNING WARNING

Ifyour pump has been dropped, make Do not use your Kaleido system in high
sureyou examine it carefully for cracks or temperatures (e.g. a hot tub or hot
signsofdamage. Ifithas beendroppedor  shower), the insulin may be affected with
has been damaged, this might affect the temperatures higher than 37°C.
waterproofness and functionality of your

pump.

What about high altitudes?

In temperatures between 5°C and 37°C, your Kaleido pump can operate within an air
pressure range of 0.7-1.06 bar. This air pressure is typically found from sea level up to
2500m altitude. However, extreme altitude, temperatures or atmospheric conditions
may affect your pump’s performance, so keep this in mind, take care and always have
other means of insulin therapy with you when doing any activities at extreme altitudes
or temperatures.

Canluselotion, sunscreen orinsect repellent with
Kaleido?

Some skin care products, such as sunscreen lotions, moisturizer lotions or creams
and insect repellents, can cause damage to the plastics used in Kaleido and affect the
adhesive of your body patches. After using such products, be sure to wash your hands
prior to handling Kaleido. If you get any skin care products or insect repellents on
Kaleido, wipe them off as soon as possible following the cleaning

instructions on page 244.

FAQs
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Canluse Kaleido in combination with another &
electronic medical device? R
Consultyour healthcare provider (and the technical information in your User Manual) )
prior to using Kaleido in combination with any other electronic medical device (e.g.
pacemaker). Also consult the User Manual or manufacturer of the other medical device o
for warnings and precautions. .

S
Where do | go for answers to my 8

additional questions?

We'd love to help you out with any questions you might have regarding Kaleido and
how to use it. If you have any medical questions or general diabetes questions, reach
outto your healthcare provider.

=
=

Canlwear my pump on aeroplanes?

Yes, you can so long as the aeroplane’s cabin is pressurised. If this is the case, your
pump will continue to deliver your insulin while you’re up in the air. Most airlines will
ask you to turn your electronic appliances off during take-off and landing. Kaleido uses
Bluetooth®Low Energy to connect your pumps to your handset. Airline restrictions

can change over time though, so you might want to contact your airline at least 48
hoursin advance to check their specific guidelines. If the use of Kaleido is not allowed
during taxi, take off, flight and landing, discuss an alternate back up option with your
healthcare provider.

It’s a good idea to ask your healthcare provider for a letter to confirm that you’re
wearing your Kaleido and carryinginsulin and Top-up kit components for medical

purposes.

When you travel make sure you take plenty of supplies with you, as well as another
method of insulin therapy, justin case.
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What should be in my back-up kit?

Medical equipment can and does sometimes stop working due to technical issues/
damage. Itis essential that you are prepared for such times. It is highly recommended
to keep the following supplies on hand in a back-up kit such as spare insulin, hypo
treatment and sterile Kaleido disposables with you in case of an emergency. This
enables you to change these items if necessary.

Such a back-up kit should contain:

« 1xeach of the items in your Kaleido Top-up Kit

+ 1xinsulin pen* containing your rapid acting insulin

+ 1xpen needle designed for use with your insulin pen OR alternatively, 1 x syringe
and 1 x needle (approved for subcutaneous injection)

+ 1xinsulinvial* containing your rapid acting insulin

+ 2 xalcohol wipes

» Hypo treatment

+ Glucose monitoring equipment

+ The contact details for Kaleido Care

+ The contact details of your healthcare team

« The contact details of your family, friend or support person

+ Flashlight (you can also use the light on your smart phone - if you use one)

« 1xpen/pencil + paper

+ 1xyourinstructions/Multiple Daily Injection dosage regime from your healthcare
provider

*Ensure your insulin is always within the expiry date and is kept within the required
temperatures as specified by the insulin manufacturer.
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Technical specifications

Specification

Description

Environmental operating and storage conditions

Temperaturerange: 5-37°C

Humidity range: 15 - 93% relative humidity non-
condensing

Pressure range: 0.7 bar- 1.06 bar

Dimensions Pump:50 mmx35mmx12.5mm
Handset: 107 mm x50 mmx9 mm
Charging dock: 60 mm x45 mm x 15 mm
Weight Pump:19g

Handset:60 g
Chargingdock: 13 g

Insulin cartridge capacity

200U

Ingress protection

Pump: IP68 (dustproof and waterproof up to 1.5
meters for 1 hour)

Handset: Keep dry

Charging dock, power adaptor and connection
cable: Keepdry

Batteries

Pump: 260 mAh rechargeable lithium polymer
Handset: 550 mAh rechargeable lithium polymer

Battery life

Pump: One cartridge cycle up to three dayson a
full charge with a maximum insulin use of 200 units
over three days

Handset: Approximately 1.5 to 2 days at typical
usage on afull charge

Service life

Pump, handset, charging dock,
connection cable, inserter and
power adapter: 4 years’ use.

Insulin cartridge, infusion set, and
body & pump patches:
single use, up to 3 daysin use.

Alcohol wipes, syringes and needles:

single use.
Alarm volume >50dB
Wireless radio Bluetooth®Low Energy

Class 3 transmitter with a peak power of 1 mW

Wireless frequency

2.4GHz

Delivery accuracy

+5%in all operating conditions

Maximum infusion pressure at occlusion

1bar

Occlusion alarm threshold

Average<1U

Maximum time to occlusion alarm

1lhouratabasalrateof 1 U/hr
20 hours at a basal rate of 0.05 U/hr

Technical information
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Unintended bolus volume generated at occlusion 1U S
Keep open rate The Kaleido product has no keep open rate
Maximum delivery under single fault condition ~ 0.05U ol
Maximum BG input 33.3mmol/L
Charger power input 100-240VAC, 50/60 Hz <
Charger power output/Pump power input 5VDC,1.0A
System memory The system memory is retained for up to 90 days &
Administration sets used for all tests Kaleido insulin cartridge 5 cm and 30 cm tubing o
O

performed under EN60601-2-24

Sterilisation components and their sterilisation
method

Insulin cartridge: by irradiation
Infusions set: by ethylene oxide gas
Alcohol wipe: by irradiation
Syringe: by ehtylene oxide gas
Needle: by ethylene oxide gas

Product classification (IEC 60601-1)

Class Il medical equipment

Bolus functionality

Minimum bolus dosage: 0.05 U
Maximum bolus dosage: 30 U
Bolus dosage increments: 0.05 U

Basal rate functionality

Minimum basal rate: 0.05 U/hr
Maximum basal rate: 5 U/hr
Basal rate increments: 0.05 U
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Maximum delivery speed

1U/min

This means the maximum bolus of 30 U will be
delivered at the maximum delivery speed in 30
minutes. Note that the delivery speed of a bolus
can be decreased as the speed is dependent
onyour basal profile delivery runningin the
background.

Priming volume

Infusion set 6 mm cannula variant: 0.20 U
Infusion set 9 mm cannulavariant: 0.25U

Method used for determining insulin on board

Static calculation that takes the insulin activity
time asinput for linearinsulin decay

Alarm delay

The delay (mean and maximum) between an alarm
condition on the pump and alarm generation

on the handset is less than 5 seconds (provided

the handset is within communication range and
switched on).

The power adapter is the means of isolation from the supply mains. The combination of the pump,
handset, charging dock, connection cable and power Adapter is considered the Medical Electrical

System.

The pumpisthe applied part (type BF) of the medical electrical equipment.

Technical information 259
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Security

By design and in production, the Kaleido device software programming and any update is
performed under a controlled process. Users cannot update the software at home once itis sent to
them in the specified Starter Kit. The Kaleido software is cryptographically signed using a digital
certificate that proves that the software is from ViCentra and has not been altered. Before software
can be loaded onto the Kaleido system, the system performs a check on the digital signature and
prevents any unauthorized or unsigned software from being run on the Kaleido system.
Additionally, the pump and Handset allow no access to the programming interface of the system
once produced.

Via these mechanisms, ViCentra ensure the Kaleido system includes protection against
unauthorized access.

Regarding pairing by design, the Just Work Pairing method also provides additional security

during pairing to mitigate any malicious attacks. The pump and handset communicate using the
BLE 4.2 standard which encrypts data transferred between paired devices.

Symbols

Any symbols we’ve used on your Kaleido products and their labelling are
internationally recognised. Here’s what they mean.

ce wd

CE Marking Date of
manufacture

Manufacturer Use by date

REF MD

Medical Device

LOT SN

Batch code Catalogue Serial number

number

¢
¢
« 4

&

UDI

N

Unique Device
Identifier

Symbols

Keep dry

Direct current
(bQ)

Alternating
current (AC)



<)

Do not useif
the packagingis

damaged and consult

the User Manual

A

Temperature
limit

Sterilised using
ethylene oxide

o

Refer to the
User Manual
The blue colourisa
mandatory action

A%

Translation

R

Type BF applied
part

Humidity
limitation

Sterilised using
irradiation

L]

Consult User Manual

738

Repackaging

[

ClasslI
equipment

p

Universal Serial
Bus (USB), port/
plug

®

Donot
resterilize

2

Do notre-use

28

Distributor

Q)

Non-ionizing
electromagnetic
radiation

X

Waste Electrical and
Electronic Equipment
(WEEE)

-

Single Sterile
Barrier System

W)
Single patient
Multiple use

Importer
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Pump accuracy

The trumpet curves show typical basal delivery accuracy for the Kaleido pump
system at different observation periods. Tested according to IEC 60601-2-24.

N
=)

—a— Maximum error (%)
—e— Minimum error (%)
- -~ Overall flow error

w
o

N
o

=
S)

o

Percentage error (%)
=
o

—a— Maximum error (%) -
—e— Minimum error (%)
--<- Overall flowerror

Percentage error (%)

Average delivery error of +2.59%

Typical bolus delivery for the Kaleido pump system. Tested according to [EC 60601-2-24.
Testing of 25 minimum bolus deliveries of 0.05U showed an average of 0.50% error.
Testing of 5 maximum bolus deliveries of 30U showed an average of 0.16% error.

WARNING

The accuracy of your system is dependent upon it
being used correctly and in accordance with your
training and the provided User Manual.

Pump accuracy



Regulatory information

WARNING

Use of Kaleido products adjacent to or
stacked with other equipment should be
avoided becauseit could result inimproper
operation. If such useis necessary, Kaleido
products should be observed to verify that
they are operating normally.

WARNING

Use of accessories and cables otherthan
those specified or provided by ViCentra
could resultinincreased electromagnetic
emission or decreased electromagnetic
immunity of this equipment and resultin
improper operation.

WARNING

Portable RF communications equipment
(including peripherals such as antenna
cables, external antennas and mobile
phones) should be used no closer than
30cm (12inches) to any part of the pump
orhandset, including cables specified by
ViCentra. Otherwise, degradation of the
performance of this equipment could
result (e.g. disruptions in the Bluetooth®
communication).

Guidance and Manufacturer's Declaration
— Electromagnetic Emissions

Kaleidoisintended for usein the electromagnetic environment specified below.
The customer or the user of the Kaleido system should assure that itis only used

in the following environment:

Emissions test Compliance Electromagnetic
level environment — guidance
RF emissions CISPR 11 Group 1 The Kaleido system uses RF energy only for its
internal function. Therefore, its RF emissions
arevery low and are not likely to cause any
interference in nearby electronic equipment.
RF emissions CISPR 11 Class B The Kalei.do system.is suitgble for use_in
all establishments, including domestic
establishments and those directly connected
Voltage fluctuations /flicker ~ Complies to the public low-voltage power supply
emissions IEC 61000-3-3 network that supplies buildings used for
domestic purposes.
Harmonic emissions ClassA Not applicable, as rated power is less than 75W.

IEC61000-3-2

Guidance and Manufacturer’s Declaration - Electromagnetic Emissions 263
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Guidance and Manufacturer's Declaration
— Electromagnetic Immunity

The Kaleido system isintended for use in the electromagnetic
environment specified below. The customer or the user of the Kaleido
system should assure thatitis only used in the following environment:

Immunity test IEC 60601 Compliance Electromagnetic

test level level environment — guidance
Electrostatic +8kV contact +8kV contact Floors should be wood, concrete
discharge (ESD) +15kV air +15kV air or ceramic tile. [ffloors are

IEC61000-4-2

covered with synthetic material,
the relative humidity should be at
least 30%.

Electrical fast

+2 kV for power

+2kVfor power

Kaleido is suitable for usein all

transient/burst supply lines supply lines es:agiis:men:s,in;lttfing(cji_omiftic
. . establisnments an ose directly
IEC 61000-4-4 ilkao!'lnput/ tlkao.rlnput/ connected to the public low voltage
outputlines outputlines power supply network that supplies
buildings used for domestic purposes.
Surge +1kVline(s)toline(s) *1kVline(s)toline(s) Kaleidoissuitableforuseinall
IEC 61000-4-5 +2kVline(s)toearth  +2KkVline(s)toearth establishments, including domestic

establishments and those directly
connected to the public low voltage
power supply network that supplies
buildings used for domestic purposes.

Voltage dips, short
interruptions and
voltage variationson
power supply input

lines
IEC61000-4-11

0%U_ for0.5and 1cycle

70% U, for25/30 cycles

0% U, for250/300 cycles

Kaleido is suitable for usein all
establishments, including domestic
establishments and those directly
connected to the public low voltage
power supply network that supplies
buildings used for domestic purposes.

Power frequency
(50/60 Hz)
magnetic field
IEC61000-4-8

NOTE: U, is the AC mains voltage prior to application of the test level.

30A/m

30A/m

Power frequency magnetic fields
should be at levels characteristic
of atypical locationin a typical
use environment.

Guidance and Manufacturer’s Declaration - Electromagnetic Immunity
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Immunity IEC60601-1-2 Compliance Electromagnetic
test test level level environment — guidance =
RF Common 3V 3V Kaleido is intended for use in an -
mode/ 6VinISMand 6VinISMand electromagnetic environment in o
Conducted amateur radio amateurradio  which radiated RF disturbances are
Susceptibility  bands bands controlled. The customer or user of S
IEC61000-4-6 150 kHzto 80 MHz the Kaleido system can help prevent
electromagnetic interference by =~
Radiated  10/m between portaploand moble -
RF Electro- 80MHzt02,7GHz  10V/m < portab’ obrie &
- RF communications equipment
magnetic Field . . .
(transmitters) and their Kaleido o
IEC 61000-4-3 - o)
system. Portable RF communications
Proximity fields Refertotableon Referto table equipment (including peripherals such
from RF next page on next page as antenna cables, external antennas
. and mobile phones) should be used
wireless :
N no closer than 30 cm (12 inches) to any
communication . .
part of the pump or handset, including
systems cables specified by the manufacturer.
IEC 61000-4-3 P y :

Otherwise, it may result in degradation
of the performance of this equipment
(e.g. disruptions in the Bluetooth®
communication). The Kaleido system
is tested for radiated RF immunity
only at selected frequencies, and use
of Kaleido system near transmitters at
other frequencies can cause improper
operation.
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This table lists theimmunity levels at specific test frequencies for
Proximity Magnetic Fields Range of 9 kHz to 13.56 MHz

Test Frequency Modulation Immunity Test Level (A/m)
30kHz a) cw 8

134.2kHz Pulse modulation b) 2.1 kHz 65c¢)

13.56MHz Pulse modulation b) 50 kHz 7.5¢)

a) This test is applicable only to ME equipment and ME systems intended in a HOME
HEALTHCARE ENVIRONMENT.

b) The carrier shall be modulated using a 50% duty cycle square wave signal.

c) RMS before modulation is applied

Guidance and Manufacturer’s Declaration - Electromagnetic Immunity 265



Test Band? Service? Modulation | Maximum | Distance | Immunity
frequency (MHz) b) power (W) (m) test level
(MHz) (V/m)
Pulse
385 380-390 TETRA 400 modulation® 1.8 0.3 27
18 Hz
FMo
GMRS 640, + 5 kHz devi-
450 430-470 FRS 460 ation 2 0.3 28
1 kHz sine
710
Pulse
745 704787 | TEBand | o qulation® 0.2 03 9
13,17 217 Hz
780
810 GSM
800/900, Pulse
870 800-960 T.ETRA 800, modulation® 2 0.3 28
iDEN 820, 18 Hz
CDMA 850,
930 LTE Band 5
GSM 1800;
1720 CDMA 1900;
GSM 1900; Pulse
1845 1700-1990 DECT; modulation® 2 0.3 28
LTE Band 217 Hz
1,3,
1970 4,25, UMTS
Bluetooth,
WLAN,
802.11 Pulse
2450 2400-2570 ’ modulation® 2 0.3 28
b/g/n, 217 Hz
RFID 2450,
LTE Band 7
5240 Pulse
5500 5100-5800 WLAN 802.11 modulation® 0.2 0.3 9
ajn 217 Hz
5785

NOTE If necessary to achieve the IMMUNITY TEST LEVEL, the distance between the transmitting
antenna and Kaleido may be reduced to 1 m. The 1 m test distance is permitted by IEC 61000-4-3.

a) For some services, only the uplink frequencies are included.
b) The carrier shall be modulated using a 50 % duty cycle square wave signal.
¢) As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may be used because while it
does not represent actual modulation, it would be worst case.
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Declarations & statements

Hereby, ViCentra B.V. declares that this Insulin infusion pump isin compliance
with the essential requirements and other relevant provisions of directive
2014/53/EU. Please contact the manufacturer, ViCentra B.V., if you would like a
copy of the declaration of conformity.

Medical electrical equipment needs special precautions regarding EMC and
needs to be putinto service according to the EMC information provided in this
document.

Kaleido contains a radio transmitter and receiver intended to be worn on
your body. Itis designed not to exceed the limits for exposure to radio waves
(radio frequency electromagentic fields) recommended by the International
Commission on Non-lonizing Radiation Protection (ICNIRP). These limits
include a substantial safety margin designed to assure the safety of all
persons, regardless of age and health.

Theradio wave exposure guidelines use a unit of measurement known as
the Specific Absorption Rate, or SAR. The SAR limit for a body worn mobile
deviceis 2 W/kg. Kaleido uses a low powered standard technology for radio
communication operatingin the frequency band from 2.402 to 2.48 GHz. Due
to the very low output power (typically 0.35 mW), the radio wave exposure
from Kaleido is far below the established limits.

Other radio equipment may interfere with your Kaleido system, even if that
other equipment complies with CISPR emission requirements (International
Special Committee on Radio Interference). Radio devices should be kept away
from Kaleido with a distance of at least 30 cm.

Each of your Kaleido products has a unique serial number which helps us
identify important information like when it was made.

Foryour Kaleido pumps and handset, this information also includes details
of the version of Kaleido software your products run on. This information is
securely held for you by ViCentra.

Declarations & statements
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Trademark information

Kaleido®, Kaleido Care® and ViCentra® are registered
trademarks of ViCentra B.V.

The Bluetooth® word mark and logos are registered trademarks
owned by the Bluetooth SIG, Inc. and any use of such marks by
ViCentra B.V.isunder license. Other trademarks and trade names
are those of their respective owners.

Glooko®is a registered trademarks of Glooko, Inc.

Humalog®is a registered trademark of Eli Lilly and Company.

NovoRapid®is a registered trademark of Novo Nordisk A/S.

Diabeloop ® and DBLG1 are either registered trademarks or
trademarks of Diabeloop SAin Europe and/or in other countries.

Dexcom ® and Dexcom G6 ® are registered trademarks of Dexcom,
Inc. in the United States and/or other countries.

Summary of Safety and Clinical Performance

The Summary of Safety and Clinical Performance is available upon
request or by accessing it on the European Database on Medical Devices
(EUDAMED) website.
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Warranty

These warranties apply in the U.K., The Netherlands, Germany and France.

QUICKTIP

Kaleido is a valuable medical device. We strongly encourage you to add Kaleido
to your home and contents insurance policy (or other special insurance policy
available forinsulin pumps) to protect you in case of accidental loss or damage.
Check with your insurance agent or healthcare provider for further details.

Hardware warranty

In addition to the user’s rights under applicable mandatory law ViCentra® B.V. (“ViCentra®”)
warrants the Kaleido® Hardware against defects in materials and workmanship for the period
of 4 (four) years from the original date of shipment of the Hardware to the original end user (the
“Warranty Period”). During the Warranty Period, ViCentra® will replace any defective Kaleido®
Hardware, subject to the conditions and exclusions stated herein.

Throughout this warranty the words “Kaleido® Hardware” shall comprise a Kaleido® insulin pump,
a Kaleido® handset, a Kaleido® infusion set inserter, a Kaleido® insulin pump charging dock, a
Kaleido® connection cable and a Kaleido® power adapter as supplied in the Kaleido® Starter Kit.
The term “Hardware” shall mean one or more items of Kaleido® Hardware and Kaleido® User
Manual.

If, during the warranty period, the Hardware should fail because of a defect in material

or workmanship, the faulty item may be returned to ViCentra® and ViCentra®s qualified

service personnel will, atits discretion, either repair or replace the same Hardware with a

new or recertified Hardware, at ViCentra®s option, without charge to the end user. In certain
circumstances and atits sole discretion, ViCentra® may instead elect to refund all or a portion of
the purchase price of the Hardware to the end user.

Freight and transportation charges, where applicable, incurred in shipping Hardware to be
repaired or replaced under this limited warranty will be paid by ViCentra®. In the event Hardware is
replaced or repaired under this warranty, the Warranty Period shall not be extended. In the event
that ViCentra® elects to provide replacement Hardware prior to receipt of the original Hardware
back to ViCentra, return your original Hardware to ViCentra® upon receiving the replacement
Hardware. In the event itis not returned, this warranty shall be void and the user will not be
entitled to future Hardware replacement or repairs.

The warranty is valid only if Kaleido® Hardware is used in accordance with ViCentra® instructions
and will not apply to the following:

. damage resulting from changes or modifications made to the Kaleido® Hardware by the user
orthird persons after the date of manufacture;

. use with other than approved software and modifications to the Kaleido® software;

. damage results from service or repairs performed to any part of the Kaleido® Hardware by
any person or entity other than ViCentra® and its authorised representatives;

Warranty
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. if a non-Kaleido®insulin cartridge, infusion set, needle or syringe is used with the Kaleido®
Hardware;

. damage results from a force majeure or other event beyond the reasonable control of
ViCentra®;

. damage results from negligence orimproper use, including but not limited to improper
storage, physical abuse or use outside the ranges specified in the technical data such as
excess altitude or humidity; or

. cosmetic damage or ‘wear and tear’ including but not limited to scratches not effecting
functionality.

This limited warranty extends only to the original end user and is not transferable. Any sale, rental
or other transfer or use of the Kaleido® Hardware covered by this warranty to or by a user other
than the original end user shall cause this warranty to immediately terminate. This warranty only
applies to the Kaleido® Hardware as defined above and not to other products or accessories.

The remedies provided forin this warranty are the exclusive remedies available in the event of
any breach hereof. Except for such remedies, ViCentra®, its suppliers, and its distributors shall not,
to the extent permitted by law, be liable for any losses, liabilities, claims, or damages of any kind
or nature whatsoever, including, without limitation, any indirect, consequential, incidental, or
special damages caused by or arising from a defect of the Hardware.

Save as expressly set forth in this limited warranty, all other warranties, expressed or implied, are
excluded, including the warranties of merchantability and fitness for a particular purpose.

Infusion set and insulin cartridge warranty

In addition to the user’s rights under applicable mandatory law ViCentra® B.V. (“ViCentra®”)
warrants the Kaleido® insulin cartridge and infusion set against defects in materials and
workmanship for the period 3 (three) days after the individual insulin cartridge/infusion set sterile
packaging has been opened, not to exceed 6 (six) months from the original date of shipment of
theinsulin cartridge orinfusion set to the original end user (the “Warranty Period”). During the
Warranty Period, ViCentra® will replace any defective Kaleido® insulin cartridge or infusion set,
subject to the conditions and exclusions stated herein.

The warranty is valid only if the insulin cartridges and infusion sets are used in
accordance with the ViCentra®instructions and will not apply:

. if the insulin cartridge or infusion set has been used for more than a single-time use by a
single end-user;

. if damage results during the improper opening of the sterile package not in conformance
with the procedures outlined in the associated User Manual;

. if the sterile package is compromised while in the control of the user by any means other than
purposeful opening by the user at the time of intended product use;

. if damage results from changes or modifications made to the insulin cartridge or infusion set
by the user or third persons after the date of manufacture;

. if a non-Kaleido® infusion set inserter is used with the Kaleido® infusion set and insulin
cartridge

Warranty



. if damage results from service or repairs performed to any part of the insulin cartridge or
infusion set by any person or entity other than ViCentra®;

. if damage is caused by use of the insulin cartridge or infusion set with any non-Kaleido®
insulin pump;

. if damage results from a force majeure or other event beyond the control of ViCentra®; or

. if damage results from negligence orimproper use, including but not limited to improper

storage or physical abuse such as dropping or otherwise.
. if damage results from using Kaleido with other components than what is supplied by
ViCentra®or stated in the User Manual.

This limited warranty extends only to the original end user and is not transferable. Any sale, rental
or other transfer or use of the Kaleido® insulin cartridges and infusion sets covered by this warranty
to or by a user other than the original end user shall cause this warranty toimmediately terminate.
This warranty only applies to the Kaleido® insulin cartridges and infusion sets as defined above
and not to other products or accessories.

The remedies provided for in this warranty are the exclusive remedies available in the event of
any breach hereof. Except for such remedies, ViCentra®, its suppliers, and its distributors shall not,
to the extent permitted by law, be liable for any losses, liabilities, claims, or damages of any kind
or nature whatsoever, including, without limitation, any indirect, consequential, incidental, or
special damages caused by or arising from a defect of the insulin cartridges or infusion sets.

Save as expressly set forth in this limited warranty, all other warranties, expressed orimplied, are
excluded, including the warranties of merchantability and fitness for a particular purpose.

Consumables warranty

In addition to the user’s rights under applicable mandatory law ViCentra® B.V. (“ViCentra®”)
warrants the Kaleido® Consumables against defects in materials and workmanship for the period
of 6 (six) months from the original date of shipment of the Consumables to the original end user
(the “Warranty Period”). During the Warranty Period, ViCentra® will replace any defective Kaleido®
Consumables, subject to the conditions and exclusions stated herein.

Throughout this warranty the words “Kaleido® Consumables” shall include syringes, needles,
body patches, pump patches and alcohol wipes supplied by ViCentra®.

If a defect exists, ViCentra®, atits option and to the extent permitted by law will either:
1. repairthe productat no charge using new or refurbished parts;
2. exchange the product with a functionally equivalent product that is new or refurbished; or

3. refundtheoriginal purchase price.

This warranty is available only to the original end user and excludes damage resulting from abuse,
accident, modifications or other causes that are not defects in materials and workmanship.

Warranty
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This warranty is not applicable to any devices labelled as demonstration use, or ‘Not for Human
Use’.

The remedies provided for in this warranty are the exclusive remedies available in the event of
any breach hereof. Except for such remedies, ViCentra®, its suppliers, and its distributors shall not,
to the extent permitted by law, be liable for any losses, liabilities, claims, or damages of any kind
or nature whatsoever, including, without limitation, any indirect, consequential, incidental, or
special damages caused by or arising from a defect of the consumables.

Save as expressly set forth in this limited warranty, all other warranties, expressed orimplied, are
excluded, including the warranties of merchantability and fitness for a particular purpose.

How to contact Kaleido Care

Telephone: +44 808 1892146
Email: kaleidocare.uk@hellokaleido.com
Website: www.hellokaleido.com

Any trouble ?

Report any serious incident that has occurred in relation to the
Kaleido product to ViCentra and to the competent authority in the
country in which you are established.

Manufacturer: ViCentra B.V.
Address: Rijnzathe 6

3454 PV Utrecht

The Netherlands
Telephone: +31(0) 883232871
Email: hello@hellokaleido.com

How to contact Kaleido Care
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