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mylife Loop powered by mylife CamAPS FX
in very young children with type 1 diabetes

How to optimise the system
Because very young children (under 6 years of age) have specific needs that require customisable tools
to support them as they discover their lives to the fullest.

YPS®MED

More freedom. More confidence. With mylife. SELFCARE SOLUTIONS



u Specific challenges at this young age

Very young children have specific challenges that differentiate them from older children. They not only
have to deal with the specificities of type 1 diabetes, but also with the inherent needs of children of this
tender age.

They are dependent on others Their eating habits, such as Their unpredictable activity

for insulin administration and frequent grazing, picky patterns, characterized

monitoring, but also on healthy eating, food refusal, or their by multiple small bursts of

eating and physical activity.' transient food preferences and unplanned activity, complicate
variable appetite, tend to how to quantify the activity
make mealtimes challenging.’ and its effect on glucose levels.!

Their highly variable insulin requirements throughout the day and from one day to the next, make insulin
dosing difficult.’2

These specific needs are a daily challenge for them, but also for caregivers including parents, and often
have an impact on the whole family and caregiving networks (e.g., nursery, school)."®
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mylife Loop supports very young children
in achieving their treatment goals

FreeStyle Libre 3/ FreeStyle Libre 3 Plus*

mylife YpsoPump

Dexcom G6
mylife CamAPS FX

The mylife Loop automated insulin delivery (AID) system can support very young children achieving their
treatment goals, thanks to the adaptivity of the mylife CamAPS FX algorithm, that adjusts automatically the
insulin delivery.
[ts ability to learn from previous insulin delivery and meal bolus information to adapt to diurnal routine,
as well as post-meal insulin needs, gives a highly personalised insulin delivery to help deal with variable
insulin requirements.
Thanks to mylife YpsoPump insulin pump and its small insulin delivery increments (lowest basal of 0.01 U
— lowest bolus of 0.1 U), mylife Loop delivers insulin with a high precision.
Its highly customisable personal glucose target (PGT), which allows you to program different targets over
a large range of 4.4 to 11.0mmol/L (80 to 198 mg/dL) and for different times of day, gives the freedom to
set several targets at key times for children.

Among others, these features give more flexibility in
insulin delivery and high precision in small insulin doses,
helping to reduce the variability and the risk of hypo- and
hyperglycaemia, thereby reducing the burden on
caregivers in managing their children’s glucose levels.*

mylita CamAPS FX

[ts unique “Boost” mode, providing a simple,
programmable way of insulin delivery, helps reduce
unpredictable glucose level rises, that are very common iR o
in children this age (e.g., sick days, late evening rise).
In contrast “Ease-off” will help reduce the risk of
hypoglycaemia during more intense times of the day,
such as physical activity or hot weather time.




Proven by studies

The use of CamAPS FXin 74 children with type 1 diabetes under 7 years old demonstrated significant
improvement in glycaemic management without increasing the time spent in hypoglycaemia,
in comparison with sensor augmented pump (SAP) therapy (same system but in an open loop mode,

so without using the algorithm). The evidence shows + 8.7 % of time spent in the target glucose range,

with no difference in hypoglycaemia.®

Mean TIR (%) Mean glucose HbA1c (%) Median TBR (%)
(mmol/L (mg/dL))

=
P
I
=
&
P

@ HCL
@ SAP

TIR, Time in range — TBR, Time below range — HCL, Hybrid Closed Loop

These improvements were particularly pronounced during the night (00:00 to 07:59) where 80 %
of the sensor readings were within the target range, with only 2.8 % of the time spent in hypoglycaemia

(below 3.9 mmol/L (70 mg/dL)).®
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These results were confirmed in an analysis of real-life data.” 214 children under the age of 6, who
had been using mylife Loop for at least 30 days, achieved a mean TIR of almost 67 % with no more
than 3 % of the time in hypoglycaemia (time below range).
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Time in Mean TIR (%) TBR < 3.9 mmol/L TBR <3.0mmol/L
closed-loop (%) (70Omg/dL) (%) (54 mg/dL) (%)

Interviews with parents of children using CamAPS FX were also carried out to explore their experiences using
the system and report how it affects their own and their childs’ everyday life. These interviews lead to

very reassuring results showing that the use of the CamAPS FX algorithm facilitates more normality for
the child (e.g., better sleep, better mood and concentration, less distress) but also for the parents and
siblings (e.g., better sleep, less worry about the child, more confidence, greater ease to delegate childcare).”

In addition, while some parents were initially reluctant to hand over control to the system, in the end, all of
them reported benefits of using the technology, which allowed them to perform fewer diabetes-related tasks
and required fewer clinical interventions over time. ”

“I think that just not having to think about corrections
and when to give them, | think that’s definitely
helped... It takes [away] a lot of that thinking of: do

| need to tweak his basal? Do | need to change his
ratios? Because it will be working in the background
to do all that for you.”

parent of a 2 years old child (022M)’




Improving peace of mind for caregivers
with Companion remote monitoring

Another feature to help reduce the burden for caregivers, is the Companion remote monitoring function.
This feature has been developed to help relieve parents of the anxiety of not knowing how their child is doing
when they are not with them, allowing more freedom without being constantly on alert.”

Letting children play and spend the night at friends’ or grandparents’ houses, or even with a babysitter, can
really ease the parental burden and improve quality of life, both for parents and children themselves.®

The mylife CamAPS FX app allows user’s data to be shared with up to 10 “companions”.

The selected “companion” is invited to download the same app and will then be able to see data
in real time.

CGM, insulin delivery and alarm data will be synchronised.

It is also possible to set different alarms independently of the child’s app settings which is particularly
useful during evening or nighttime.

* Companion remote monitoring is compatible with Android smartphones running OS 10 and above. Internet connectivity is required to share data with “companions”.



mylife Loop usage:
recommendations for clinical practice

Please, always discuss with your healthcare professional before implementing any changes in the settings
or in your daily routine.

General settings optimisation

As children are constantly growing, several parameters should be updated at least every 3 months:

® Body weight (adjusted in the app’s main menu = settings =» change weight)

® Basal rate (used to deliver insulin when Auto mode cannot manage insulin delivery e.g. during sensor
warm-up)

® Maximum bolus amount (adjusted in the app’s main menu =» settings =» bolus calculator settings)
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Information:

Once the total daily dose (TDD) of insulin parameter has been entered during the initial system
configuration, it is no longer possible to modify it. The algorithm learns from the user’s behaviour and
adapts the TDD itself each day. TDD can be found in the app’s Statistics menu, via Glooko® or the
mylife CamAPS FX PDF report.

Personal glucose target (PGT)

® Can be divided into 30-minutes segments over the 24 hours.

® Consider starting with a slightly higher PGT (especially if TDD < 10 U and/or with newly diagnosed and if
the variability is high).

® But reduce over time by 0.5-1 mmol/L (10-18 mg/dL) each time until reaching the right target.

® Set as low as clinically appropriate, in an agreement with your healthcare professional.
— Temporarily increase if variability is high or when there is a change in daily routine (e.g. from school to

holidays and back again, complex situations).

— Reduce again when variability reduces again or routine returns to normal.

® Consider having a slightly higher PGT during the day (possibly from 1 hour before the child’s wake-up
time) to reduce the risk of Hypoglycaemia due to spontaneous active time, food refusal, etc.

@ Consider reviewing PGT if there is a need to use “Boost” and/or “Ease-off” too often.
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Information:

Be careful not to confuse the PGT with the glucose target used by the bolus calculator (by default
5.5mmol/L (100 mg/dL)). The PGT parameter is used by the algorithm mylife CamAPS FX for its
insulin delivery (by default 5.8 mmol/L (104 mg/dL)) and can be found in the Settings menu. The bolus
calculator glucose target is only used by the bolus calculator for correction bolus and can be
found in the bolus calculator settings. Modifying the bolus calculator settings will have no effect on
the algorithm.




Insulin to carbohydrate ratio (ICR)
Can be divided into several segments
according to mealtimes, with each
mealtime considered
separately.

Consider discussing with your

healthcare professional to adjust

the ICR if one of these trends is
defined over several days (to disregard
potential individual meal issue):

— If the algorithm strongly decreas-
es insulin delivery after the meal
bolus, the ICR may be too strong.

— If the algorithm, strongly increases
insulin delivery after the meal bolus,
the ICR may be too weak.

— If “Boost” is required systematically
after a meal bolus, the ICR could be
too weak.




Meal management
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Always discuss with your healthcare professional before implementing some of these advices in your

daily routine.

Very young children often need proportionally larger bolus doses than older children.” That makes carb
counting, bolus dosing and timing, as well as quality and quantity of carbs very important in

children’s daily routine. Furthermore, the unpredictable nature of children’s eating habits makes mealtimes
one of the most difficult times for parents to manage and often makes carb splitting difficult to avoid.
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Before implementing any change, try to give the
meal bolus 10 to 15 min before mealtime

(this can differ depending on the insulin used
and may vary from one child to another)

with the help of bolus calculator integrated
in the mylife CamAPS FX app.

Amount

If you are not sure the full meal will be eaten,
consider splitting carbs with “Add meal” and
“Meal or snack” function.

First, give a bolus covering the estimated
amount of carbs the child is expected to eat,
10 to 15 min before mealtime.

Secondly, enter the remaining possible carbs
in the function “Add meal” and “Meal or
shack”.

The algorithm will be reactive and will give
extra insulin if glucose levels start rising.
Review this strategy with your healthcare
professional. You may need to give a second
bolus for the remaining carbs eaten at

the end of the meal, if using “Add meal” is not
working well.



What to do when a meal is not announced on time?

® If the meal bolus is remembered less than 1 hour after the start of the meal: a bolus equivalent
to half the carbs consumed can be given as the algorithm would have already started delivering more
insulin due to rising glucose levels. Giving a full bolus late is likely to cause hypoglycaemia.

— To do so, enter the full amount of carbs but then reduce the insulin dose offered by the system
by approximately 50 % rather than just entering half the carbs, to enable the algorithm to learn
appropriately and to document the correct carbs eaten and the dose given.

® If the meal bolus is remembered more than 1 hour after the start of the meal: “Boost” is the
preferred choice.

— If a correction bolus is preferred, consider the increasing basal rate to avoid over correction and
subsequent hypoglycaemia. In this case, it is recommended to not use “Boost” at the same time.

® In every case, always watch how the algorithm responds to the potential rise in glucose levels
before making any decision. To do so, access to the landscape mode by turning the phone’s screen
and pressing the symbol ® in the right-hand corner of the graphic.

Boenit Esse-slf
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Managing special meals using “Add Meal” and “Slowly absorbed
meal” function:
If a meal is unusually high in fat or protein, as well as high in carbs
(particularly low Gl carbs) e.g. takeaway pizza.
Before using any other function, consider testing this meal with a bolus
alone before using “Add meal” to optimise, and control that ICR is
appropriate (time slot and value). “Add meal” and “Slowly absorbed meal”
is often overused for meals that should be managed by a full dose of
single bolus.
First, a bolus covering a part of carbs should be given 10 to 15 min before
mealtime.
Secondly, the remaining carbs should be entered in the function “Add meal”
and “Slowly absorbed meal”.
A good start point is 60 % bolus /40 % “Add meal” and “Slowly absorbed
meal”, to be adjusted as required.
Do not use Add Meal” and “Slowly absorbed meal” as a standalone, always
with a bolus delivered before mealtime.
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a Hypoglycaemia management

Announcing hypoglycaemia to the system

® The function “Add meal” and “hypoglycaemia treatment” should be used each time. It is important
because it informs the algorithm and makes it softer during the post-hypoglycaemia period.

® A reduction of hypo treatment up to half treatment dose of carbs®, compared to treatment without AID
may be proposed, as the algorithm will have already predicted the hypoglycaemia and stopped
the insulin delivery. There is therefore less active insulin circulating (Insulin on Board). Too many carbs
will cause rebound highs.®

Insulin on Board (I0B) and hypoglycaemia

Hypoglycaemia (particularly at night) is often caused by too much active insulin circulating, IOB. It can

usually be explained by defined behaviours.

® First, the use of “Add meal and Slowly absorbed meal” must be checked to avoid incorrect use,
which then leads to a major effort by the algorithm to bring the glucose levels back into range and
therefore to a high 10B level.

® Secondly, the ICR must also be checked. ICR could obviously be too strong, but it could also be too
weak, which will lead to intense work of the algorithm to reach the target and therefore, once again, to a
high IOB level.

o If all this has been checked and the problem does not come from there, the PGT could possibly be too
relaxed (high) and might need to be reduced. It is recommended to lower the PGT as low as possible
(although not below 5 mmol/L in young children), particularly during the evening/early night and at night,
in agreement with your healthcare professional.

Information:
“Ease-off” will not be able to prevent hypoglycaemia if there is already too much IOB.
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Information: T
If no insulin has been delivered by the system for 90 minutes -

(very common in very young children at night) a very

small dose of insulin will be then given to maintain infusion ;{; ””””””””
line pressure: patency pulse. The amount delivered is only :
0.04 units but will be displayed as 0.2 U/h for a short time on
graphs. This amount has very minimal impact on the glucose
levels.




Managing late evening rise

With very young children, two evenings in a row could present very different patterns of glucose levels. The
most unpredictable is that a late evening rise cannot be predicted. The exact cause is uncertain and

may be multi-factorial. The evening meal management including carbohydrate counting, bolus timing as well
as ICR and PGT should be reviewed.

Ideally, this rapid rise in glucose should be contained before it becomes firmly established. Parents

of children with type 1 diabetes are often understandably fearful of hypoglycaemia, so “Boost” can be

an option to try managing this rising glucose level conservatively. However, if this does not work, parents may
consider giving a small dose of insulin when glucose levels start rising (a so called “pre-emptive strike”).

Parent of a 6 years old child (002M)”




“Pre-emptive strike” (small additional bolus):

® Should be given when glucose trends are starting to rise, but before the glucose rises above the top of
the target range.

® Always agree the appropriate dose of insulin with your healthcare professional (very small doses and
rising little by little if necessary) before you consider using this method.

® Use trends and glucose values to assist insulin dosage.

® Consider using the “Rise rate alert” to detect the phenomenon as early as possible.

The use of a “Pre-emptive strike” and “Boost” together is not recommended, as it may increase the risk of
hypoglycaemia.
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Information:

“Boost” is reactive (reacting only when glucose levels are rising above the PGT), not proactive like a
bolus (delivered as soon as it is confirmed) and could be less efficient than the “pre-emptive” strike
option.

As the mylife CamAPS FX app offers a range of alerts for night-time use, it may be worth programming
the “Rise rate alert” to start in the evening to detect this phenomenon as early as possible, so that
parents can act as soon as glucose levels begin to rise.

It is also possible to only program the alarm in the Companion remote monitoring device.

More information about mylife Loop on www.mylife-diabetescare.com/loop
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Disclaimer:

The product images are for illustrative purposes only. // mylife and YpsoPump are registered trademarks of Ypsomed AG. // CamAPS s a registered trademark of CamDiab Ltd. //
Other trademarks and trade names are those of their respective owners. // mylife Loop with FreeStyle Libre 3 / Libre 3 Plus: The innovation described is available in selected countries
and expanding to further countries soon. Expansion is contingent upon local regulatory approval.

[T For safety information on mentioned products, see Instructions for Use or www.mylife-diabetescare.com/safety
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