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Your guide to manage type 1 diabetes with
mylife Loop before, during, and after pregnancy

YPS®MED

More freedom. More confidence. With mylife. ~— SELFCARE SOLUTIONS



Welcome!

Becoming a parent is an extraordinary act of love. For women with type 1 diabetes,
there is an extra focus on managing glucose levels during this time. Our goal
with the mylife Loop Automated Insulin Delivery (AID) system is to provide you
with the technology and services which automate diabetes management as
much as possible. Allowing you to focus less on your glucose management and
more on the journey to parenthood.

The mylife Loop is a hybrid closed-loop system powered by mylife CamAPS FX, an app designed and
indicated for pregnancy — thanks to 15 years’ worth of clinical research, as well as a personal glucose target
(PGT) that allows for the tight glucose management required during pregnancy.

In this guide, you will find detailed information about the management of type 1 diabetes with mylife Loop
hybrid closed-loop at each stage of the pregnancy journey.

A perfect plan. A healthy pregnancy. A happy family.

The information contained in this guide is based on scientific
publications, official diabetes management guidelines,

both clinical and real-world experience, and product user manuals.
The general recommendations may or may not apply to you

and do not constitute as medical advice. All diabetes treatment
decisions should be made in consultation with your healthcare
team in advance.
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n 1. Let’s talk about type 1 diabetes and pregnancy

Pregnancy is a defining moment in every woman'’s life. Juggling pregnancy and
type 1 diabetes can feel overwhelming. Before diving into diabetes management
with AIDs, let’s talk about type 1 diabetes and pregnancy.

1.1 Frequently asked questions

Are you full of questions? You are not alone! Good news: we have some answers. While online research is
useful, it may offer contradictory recommmendations and every individual has their own unique experiences.
When in doubt, it is always best to consult your healthcare provider.

Why is it important to plan my pregnancy?

Pregnancy outcomes for mothers with type 1 diabetes and their babies are highly impacted by the
degree of glucose management achieved at conception and during pregnancy. Approaching
pregnancy as a “project” will allow you to plan and put strategies in place. For example, using a
continuous glucose monitoring (CGM) or a hybrid closed-loop system to optimise your glucose
management. Additionally, your endocrinologist and obstetrician-gynaecologist (OBGYN) might be
able to help you optimise health parameters prior to trying to become pregnant.

Can | proceed with an unplanned
pregnancy?

Although planning for pregnancy is recom-
mended, up to 50 % of type 1 diabetes
pregnancies are unplanned.’? Your healthcare
team is best equipped to counsel you before,
during, and after pregnancy.

How is a type 1 diabetes pregnancy

different from a non-type 1 diabetes?

Besides managing your type 1 diabetes

(just as you did before), you will be monitored

more closely by your healthcare team:

® Higher frequency of scans and advanced
screening

® Joint teamwork between endocrinologist
and OBGYN

© Tighter glucose monitoring and
management
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What are the risks associated to type 1 diabetes
pregnancies for me? And my unborn child?

First, clinical research pregnant women living with type 1
diabetes shows health outcomes are highly variable from
person to person?®, and influenced by factors beyond glucose
management during pregnancy: maternal age, duration

of type 1 diabetes, maternal weight, socioeconomic status, etc.
However, time spent in the pregnancy target range (TIRp) —
3.5-7.8 mmol/L (63—-140 mg/dL)* — seems to be the factor
that closest correlates with risks for both the mother and baby.
Every 5 % increase in TIR is associated with improved obstetri-
cal and neonatal outcomes®.

Will | pass on type 1 diabetes to my children?

Even today, the autoimmune trigger leading to a type 1 diabetes diagnosis remains unknown. Statistical
data shows children with a parent living with type 1 diabetes have an increased risk of developing

the condition 15 times greater than the general population.® Nevertheless, try not let statistics overwhelm or
discourage you. It's worth remembering that 80-90 % of people with type 1 diabetes have no family history

of the disease.

If you give birth before age 25 1in25

If you give birth after age 25 1in 100

If you are a man 1in 17

If both partners have type 1 diabetes 1in10-1in14

If you developed diabetes before age 11

Your child’s risk is doubled

Figure 1: The magnitude of the genetic component in the development of type 1 diabetes’.



What should I prepare for during the first weeks of my pregnancy?

Quite often during that period there is an increase in insulin sensitivity. Therefore, it is important to let
your healthcare team know about the pregnancy as soon as possible. Tight glucose management

in these early days is important, so the sooner your team knows, the sooner they can support you.

1. See your diabetes healthcare team
and GP and let them know your plans

2. Manage your glucose/HbA1c

. Check all your medications are safe to take

while pregnant

. Check your insulin

. Take folic acid (5 mg/day)

. Have eyes and kidneys checked

. Check your rubella vaccination status

. Manage your dental health

. Reflect on your lifestyle

W
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For a detailed description of each pregnancy stage, glucose patterns, and type 1
diabetes management, go to chapter 2.



1.2 Type 1 diabetes therapy options explained
Diabetes technology has come a long way in recent years, making type 1 diabetes pregnancies much safer.

CGMs: standard of care for all type 1 diabetes pregnancies

Many healthcare systems in Europe already offer CGMs to people living with type 1 diabetes. In the case of
a pregnancy, it is even more common to be offered this technology — for example, in the UK, CGMs are part
of the Standard of Care defined by the NHS for type 1 diabetes pregnancies®.

Robust clinical data supports the use of CGMs during pregnancy in women living with type 1 diabetes.
Outcomes from the CONCEPTT'® randomised trial found that CGM resulted in more women achieving
their pregnancy glycaemic targets, as well as a reduction in neonatal intensive care admissions, neonatal
hypoglycaemia, and babies born large for gestational age (LGA).

By continuously monitoring your glucose values, you will be able to quickly react to common challenging
situations during pregnancy such as:

® Unexpected glucose fluctuations

® Unpredicted low glucose values

® Post-meal high glucose levels (hyperglycaemia)

“During my first pregnancy
eight years ago | used capillary
testing; setting alarms every
two hours through the night. |
stopped driving and made sure
| was accompanied overnight
throughout the pregnancy

for fear of a catastrophic hypo.”

Nina Willer




42 factors

Impacting glucose

Pregnancy aside — did you know there are more than 40 factors that might have an impact on your glucose?
Below a great overview by Adam Brown'" on 42 factors that affect blood glucose.
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Thanks to CGM technology, people living with type 1 have real-time insights into how their glucose is reacting to one

or several of the above factors. However, seeing what happens is just the first step and deciding what to do about

it is the real challenge. Therapy options which rely solely on the decision-making skills of the user — such as multiple

daily injections (MDI) and insulin pumps — require high doses of self-commitment. That is why innovation in pump

technology is moving towards “freeing up” the user from constantly having to make treatment decisions.



Non-automated insulin delivery:
MDI and insulin pumps

Avoiding or minimising pronounced glucose excur-
sions is a constant for any person living with type 1
diabetes. For those managing diabetes with MDI,
such glucose fluctuations are often the consequence
of excess correction boluses to treat high glucose
levels, or emergency carbohydrates to “rescue”

a hypo. Increasing your time in range (TIR) — as well
as lowering HbA1c — can help reduce the risk of
diabetes complications'.

The challenges of managing type 1 diabetes
with multiple daily injections (MDI)

bolus

Target range

Emergency
[0}/l M carbohydrates

Glucose level

Fixed basal rate

Insulin delivery

As pregnancy unfolds, more insulin is required
to achieve the same glucose outcome. Adjusting
correction and carbohydrate to insulin ratios

is crucial to achieve good glucose management.
A closed loop helps with this challenge as

it automatically adjusts insulin delivery based on
CGM readings and glucose predictions up to

4 hours ahead.
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AID systems dynamically adapt to the Automated insulin delivery (AID)
insulin needs of the user

AID systems adjust insulin delivery based on
PO individual needs of the user thanks to the
input from a CGM, and the calculations performed
by an algorithm. By increasing and decreasing
insulin delivery, the system aims to reduce glucose
variability and increase the time in range. The
‘o 2" Hypo avoided insulin delivery adjustments are done automatically
through an insulin pump, reducing the work of
managing your glucose level.

Target range

Glucose level

More insulin given

Delivery suspended

_____ e

Insulin delivery

e A
Reasons for choosing AID therapy

o A matter of safety: by being able to predict future glucose trends, the algorithm can suspend
insulin delivery and prevent hypoglycaemia. This increased safety is especially reassuring while
sleeping, exercising or during pregnancy.

® A matter of health: clinical evidence continues to show the improved glucose management of
people living with type 1 diabetes on AID systems's1415:16 All studied population groups, including
women, reduced HbA1c and increased time in range (TIR).

® A matter of convenience: “less pressure”, “more freedom”, “complete peace-of-mind”, “higher
quality of life” are such phrases are used by patients and caregivers to describe how AID systems
have profoundly changed their daily management of type 1 diabetes.

N J
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AIiDAPT'”: Automated Insulin Delivery Amongst
Pregnant women with Type 1 diabetes

J

' The largest hybrid closed-loop therapy study during pregnancy
‘ . ® 124 pregnant women living with type 1 diabetes (HbA1c 6.5-10 %)

.. . ® 63 women stayed on current therapy (MDI or pump)

® 61 women started on CamAPS FX hybrid closed-loop on week 11-16
Women on hybrid closed-loop achieved the .

ambitious type 1 diabetes targets

® 3 x more women spent + 16h a day in the pregnancy J
range 3.5-7.8 mmol/L
® Met HbAl1c pregnancy target of 6.0 %
\*' A healthy mom, a happy child
\_ . . _ @ Maternal weight gain reduced by 3kg
Y ® Pre-eclampsia 3 times less likely to occur
“The CamAPS FX algorithm has definitely helped with the
anxiety of running myself high to avoid going low”®
(" )

From woman to woman: useful tips for future moms

1 Trust the algorithm but be 2 Training on the system is 3 Enjoy your pregnancy thanks
prepared to work with and very important to determine to the peace-of-mind
alongside the technology. when and how to intervene. provided by the closed-loop.
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1.3 Why choose mylife Loop hybrid closed-loop
The Automated Insulin Delivery (AID) system mylife Loop is made up of three key components that

communicate with each other: a Continuous Glucose Monitoring (CGM) system, the mylife YpsoPump
insulin pump and mylife CamAPS FX app.

FreeStyle Libre 3 / FreeStyle Libre 3 Plus

mylife YpsoPump

Dexcom G6

mylife CamAPS FX

(=] =]
4 Visit our website for detailed information about mylife Loop:
[=] www.mylife-diabetescare.com/loop

13
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Personal glucose target
(PGT)

Your personal glucose target can
be set as low as 4.4 mmol/L

(80 mg/dL), which is a unique
advantage of mylife Loop.

A PGT within the pregnancy
range (3.5-7.8 mmol/L
(63-140mg/dL)) is key to achiev-
ing glycaemic targets during
pregnancy.

Remote bolus delivery
mylife Loop is managed directly
from the mylife CamAPS FX
smartphone app allowing to

discreetly administer bolus doses.

The system compensates for
any potential over- or under-
dosing of meal boluses to keep
the user in range.

-------

Treat to target

mylife Loop takes care of the
unexpected glucose swings
typical of pregnancy. Thanks to
predictive control, the algorithm
calculates the insulin requirement
for the next 2.5-4 hours.
Furthermore, insulin delivery is
adjusted every 8-12 minutes.
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“Boost” and “Ease-off” modes

The “Ease-off” mode reduces insulin delivery depending on glucose levels, raises the glucose target
temporarily and stops insulin delivery if the glucose level is predicted to fall below target. On the flip

side, the “Boost” mode makes the algorithm more responsive increasing insulin delivery to proactively prevent
or treat high glucose levels during pregnancy. Both modes help you to proactively keep your glucose in
range, despite the challenges associated with pregnancy.

The mylife CamAPS FX app allows user’s data to be shared with
up to 10 “companions”. Companion remote monitoring mirrors
the data from the user’s mylife CamAPS FX app. The mylife
CamAPS FX app supports SMS based remote monitoring. Extra
safety for you and the baby; extra peace-of-mind for you and
your caregivers.

Find a full onboarding for your caregivers in chapter 5 of
this guide.

15
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mylife YpsoPump insulin pump

Swiss engineering is at the core of the mylife YpsoPump insulin pump. Design and functionality make
mylife YpsoPump easy to learn and smooth to operate®. People with diabetes enjoy the freedom to
customize their therapy (type of insulin, infusion set, cartridge, etc.) matching their needs and preferences.

Choice of pre-filled cartridges or self-filled
reservoir with the insulin of choice.
Comfortably and discreetly wear the

mylife YpsoPump choosing from a broad
selection of carrying systems.

Flexible site selection with the 360°
connector rotation of the mylife YpsoPump
Orbit infusion set.

17



Automated insulin delivery system with mylife CamAPS FX app

The mylife CamAPS FX app is personalised and adaptive; it constantly learns and quickly adapts to
ever-changing insulin needs. It adjusts to diurnal and day-to-day variations in insulin requirements
and compensates for over and underdosing of the meal bolus. The learning takes place on three levels

continuously:

-
1. Overall learning

Based on the body’s overall
insulin need; the insulin
needed on average and
during the day.

~

-
2. Diurnal learning

(over 24 hours)

Based on how much insulin
is needed for a specific hour
in a day.

&

~

s N
3. Post-meal

learning

When the user delivers a meal
bolus, the system will

observe whether the insulin
amount was appropriate.

If a user constantly over or
underestimates carbohy-
drates, the system will start
to adjust insulin delivery post-

meal.
N\ J

The largest randomised controlled trial to evaluate the impact of hybrid closed-loop insulin delivery during
type 1 diabetes pregnancy — the AIDAPT'” study — shows that HCL therapy significantly improved
maternal glycaemic management. The mylife CamAPS FX app can support you achieve the challenging
glycaemic targets while planning for pregnancy and during the pregnancy journey.

“Before | was on the hybrid closed-loop,
every couple of weeks | was having to
keep changing all my basal rates to try and
keep up, whereas the algorithm just
automatically does it. It just takes a lot off
you; even the mental side of just constant
viewing the data.”'®




A glimpse into 24h of glucose management with mylife Loop

There is a lot of complexity behind a near-perfect CGM glucose curve. mylife Loop does most of the
heavylifting by modulating insulin delivery to meet the personal glucose target defined by the

user. Additionally, people can use “Boost” and “Ease-off” modes to temporarily increase or decrease
the intensity of the algorithm.

High alert
"Ease-off' mode "Boost" mode - range
F15

Glucose (mmol/L)

—
=
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=
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=
£
=
>
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)

:Lowalert
06:00 08:00 10:00 12:00 14:.00 16:00 18:00 20:00 22:00 24:00 02:00 04:00 range

Figure 2: 24 hours graph from mylife CamAPS FX app. Numerical values are for illustrative purposes only.

The mylife CamAPS FX app allows glucose and insulin data to be shared with caregivers,
also known as “companions”.

19 _/




2. How to achieve a healthy pregnancy

Staying active

Being active for 10-15 minutes after eating can
lower your post meal glucose level as much

as 2 mmol/L (36 mg/dL), thus helping achieve your
post prandial glucose target.?" It can also help
manage weight gain, improve sleep and mood, and
prepare your body for childbirth.

Whether you engage in cardio sports such as
walking or cycling, or strength training, you
can improve glucose management and reduce
insulin requirements. The duration of exercise
can range from 20-50 min/day for 2 days per
week.??

Women described needing to pay close attention to dietary choices, carbohydrate
counting and the timing of mealtime boluses to help create the conditions under which
closed-loop could work optimally.'®

20



Balanced healthy diet - it is no surprise that the healthier the mother eats,

the healthier the baby will be. In type 1 pregnancies, the “right” food, at

the “right” time, with the “right” amount of insulin is a science as much as an art.
Below you will find some general dietary recommendations by the Diabetes
Technology Network UK?! to achieve a healthy pregnancy.

Eating the right type of carbohydrate

J Different carbohydrates can have very different effects on glucose levels after eating.
Choosing the right type of carbohydrate can make all the difference to keeping
the 1-hour post meal glucose below the target of 7.8 mmol/L (140 mg/dL). Carbohy-
drates that are unrefined, high in fibre with a low glycaemic index (below 55) create a
slower and lower rise in glucose levels after eating.

Eating the right amount of carbohydrate
Carbs provide energy and nutrition to support a healthy pregnancy. However, eating the
o right amount of carbohydrate is a balancing act, and too many of them can make it
hard to achieve post-meal glucose targets within the pregnancy range. One thing you can
do is eating carbohydrates “little and often”. You could spread out your carbs during the
day, a small amount with your meals, and a small amount as snacks:?’

g g
Y. .‘o .‘c
e o e o (3
< 15-20g  10-15¢g @ 40-60¢g " 10-15¢g @ 40-60g R
I I | 14
Breakfast Lunch Dinner

Prioritise meals with high volumes of protein and vegetables
O@ Eating protein rich foods (meat, fish, chicken, cheese, eggs, tofu, Quorn, pulses, and
vegetables) will fill you up more quickly and keep you satisfied for many hours. These

foods provide a slow and steady supply of glucose over several hours, helping stabilise
glucose levels throughout the day.

Avoid eating carbohydrate late in the evening
Eat your evening meal before 7:30 pm (or at least 3 hours before going to bed). Any
evening snacks should be carbohydrate free.

21/
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Emotional health

Your support network such as partner, family and friends will also be key to your overall
emotional health. It is natural for the people around you to be concerned about the
challenges type 1 diabetes can bring to a pregnancy. Be open and discuss their concerns
and be open with them about your own. Review your current requirements for managing
type 1 diabetes and the ways you expect your management routine to change after you
become pregnant.®

It can be challenging to keep up with changes in insulin requirements as pregnancy
progresses. Being in regular contact with your diabetes educator, nutritionist, and
endocrinologist will fill you up with confidence to face the challenges related to managing
your type 1 diabetes during your pregnancy journey.

Women who spent increased time in range, also worried less about risks to
their baby and being judged negatively by healthcare professionals.'®



3. Step-by-step: managing diabetes with mylife Loop
at each stage of the pregnancy journey

The goal of a hybrid closed-loop system is to help you get as close to the pre-pregnancy glucose target
as it may be safely possible and once pregnant, to tackle the challenges of managing diabetes in a way
that minimises the disturbances to the glucose levels, as well as the impact on your lifestyle and wellbeing.

HbA1c targets
< 6.5 % (48 mmol/mol) before conception
< 6.0 % (42 mmol/mol) during pregnancy??

Glucose targets
3.5-7.8 mmol/L (63-140 mg/dL)*
>70 % of time spent in the pregnancy range*

Figure 3: General consensus on type 1 diabetes management goals pre- and during pregnancy.

According to Tara Lee, lead author of the AIDAPT study, some of the widely documented management
challenges during pregnancy are:?*

® Increased day to day variability
You could take part in the exact same eating habits daily, inject the same, and follow the same eating
patterns — yet your glucose levels would still be different.

® Changing insulin resistance and sensitivity
Mostly linked to the different stages of pregnancy. However, it can also change day-to-day depending
on your stress, sleep, overall health, etc.

® Fear of hyperglycaemia and effect on the baby
As high glucose levels are associated with a higher risk of having poor foetal outcomes,
pre-eclampsia, and LGA (large for gestational age) babies, pregnant women fear going above range
(7.8 mmol/L (140 mg/dL)) — which is a very ambitious and hard-to-reach target.

® Mental load of self-management
All the above challenges translate into high levels of self-imposed pressure to improve type 1 diabetes
management. It can take a toll on your wellbeing.

In this chapter, we provide you with step-by-step guidance to type 1 diabetes management with

mylife Loop at each stage of pregnancy — including the planning and post-partum.

Please note, that these general recommendations may not apply to you. All decisions regarding
the treatment of diabetes should be discussed in advance with your healthcare team.

23 _/
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3.1 A free woman

Imagine the feeling of knowing nothing is stopping you from getting what you
want. At least, not type 1 diabetes! That is the freedom that mylife Loop aims to
offer to any person who might consider having a child one day.

1. With excellent glucose management: good glycaemic management (HbA1c% < 6.5 %) at conception
reduces the risk of congenital anomalies and infant mortality®.

2. With the support of the optimal type 1 diabetes therapy: mylife Loop was designed with the special
needs of pregnancy in mind. For instance, it allows you to set a personal glucose target in the pregnancy
range to achieve tight glucose management.

e N
Could parenthood be in your

plans in the coming years?

Keep in mind the following:

® Most insulin pump contracts have a 4-year
duration. Therefore, your choice of therapy
today could impact how you manage diabe-
tes during a future pregnancy.

® The mylife Loop AID system is powered
by mylife CamAPS FX, the app indicated for
pregnancy.

- J

Please note, that in this chapter general recommendations are provided that
may not apply to you. In addition, pregnancy is a complex and individual
physiological condition that has a major impact on your blood glucose levels.
Before making any treatment decision, we advise you to consult your health
care team.

\_ 25 _/
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3.2 A perfect plan

Ideally, you’ll start seeing your healthcare team at least 6-12 months before stopping contraception, so
they can help you prepare for a healthy pregnancy. While preparing for pregnancy, glucose levels should be
tightly managed without compromising your safety, ideally achieving HbA1c level < 6.5 % (48 mmol/mol)
mylife Loop can help you achieve these ambitious glucose targets. Follow optimisation guidance for mylife
CamAPS FX and adjust system settings to get the best out of the system.

mylife Loop can help you achieve these ambitious glucose targets. Follow optimisation guid-
ance for mylife CamAPS FX and adjust system settings to get the best out of the system.
Please note, that these general recommendations may not apply to you. All decisions regarding
the treatment of diabetes should be discussed in advance with your healthcare team.

Pregnancy before closed-loop: needing to make frequent alterations to
background insulin doses/basal infusion rates had caused women anxiety
and heightened the mental demands of glycaemic management.'®

Jessica Zanardo

27
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3.3 A healthy pregnancy

Congratulations on your pregnancy! mylife Loop
and your healthcare team are here to support you
achieve the pregnancy glucose targets.

There are some glucose and insulin sensitivity
patterns repeating from woman to woman.

Yet, every individual is unique. In this section we
provide some general advice on how to manage
type 1 diabetes with mylife Loop at each trimester
and during delivery.

Recommended glycaemic
targets during pregnancy

Fasting glucose
3.9-5.3mmol/L (70-95 mg/dL)?®

Post-meal glucose

1 hour postprandial < 7.8 mmol/L

(< 140 mg/dL)? or 2 hours postprandial
<6.7mmol/L (<120 mg/dL)?®

Mean glucose
6.0-6.5 mmol/L (108-117 mg/dL)

Time in pregnancy range
>70 % (3.5-7.8 mmol/L (63—-140 mg/dL))*

Most women expressed a strong motivation and perceived responsibility to
work with, and alongside, the CamAPS FX technology to help address and/or

pre-empt glucose excursions.”

“It’s definitely helped with the anxiety of running myself high to
not go low, because I’'ve got the alerts that tell me if it is going

to go low... And knowing that the closed-loop will be picking up if
you are starting to get low, that it’s going to ease off.”'®

29/



Your glucose levels and insulin sensitivity will fluctuate from week to week. These fluctuations can happen
suddenly and unexpectedly. Your mylife Loop system, powered by the mylife CamAPS FX app,

will adjust insulin delivery according to your defined personal glucose target, and always within the
pregnancy range.

Challenges to managing diabetes in pregnancy?*

Gestation What to expect

4-8 weeks Very erratic levels

8-16 weeks Increased hypos and insulin sensitivity

16 weeks + Increasing insulin resistance — often every few days
End of 3 trimester Slight increase in insulin sensitivity

Straight after delivery Rapid decrease in insulin requirements

Some women experience transient insulin holiday

“It took the worry away for me. If I’'m dipping low and
I’m busy with the kids, I’'m alerted before anything goes
wrong.”18

Please note, that in this chapter general recommendations are provided that
may not apply to you. In addition, pregnancy is a complex and individual
physiological condition that has a major impact on your blood glucose levels.
Before making any treatment decision, we advise you to consult your health
care team.

\__ 30
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Recommendations for managing type 1 diabetes during pregnancy with mylife Loop

Please note, that in this chapter general recommendations are provided that may not apply
to you. In addition, pregnancy is a complex and individual physiological condition that

has a major impact on your blood glucose levels. Before making any treatment decision,
we advise you to consult your health care team.

Personal glucose target (PGT)
First trimester: 5.5 mmol/L (99 mg/dL)
Second and third trimester: 4.5 mmol/L (81 mg/dL) overnight and 5.0 mmol/L (90 mg/dL) during daytime
Your PGT can be lowered as appropriate throughout the pregnancy if glucose variability is low and
raised in case of frequent low glucose levels (hypoglycaemia).

Figure 4: Settings of the personal glucose target in the mylife CamAPS FX app.

31



Update the following settings frequently (in agreement with your health care team):

Weight:
every 4 weeks

Insulin to carbohydrate ratio (ICR):
as needed per post-prandial readings and response of the algorithm

Preset basal rate:
every 4 weeks (for times when hybrid closed-loop is not working, €.g. sensor warm up)

Correction factor:
as needed if manual corrections given via the bolus calculator

Meal composition:
is important, aiming for higher protein and fat, lower glycaemic index (Gl) meal choices

sl 19 £ ratle

00:00 12

Figure 5: Different views of settings within the mylife CamAPS FX app.

Please note, that in this chapter general recommendations are provided that may not apply
to you. In addition, pregnancy is a complex and individual physiological condition that

has a major impact on your blood glucose levels. Before making any treatment decision,
we advise you to consult your health care team.



Pre-meal bolus timing (in agreement with your health care team):

It is generally recommended to spread carbohydrate intake throughout the day to allow small to moderate
carbohydrate portions at each meal. Insulin absorption is getting slower as the pregnancy progresses.?®

In the first trimester the pre-meal bolus timing is 10-15 minutes, however in the second and third trimester
it may be necessary to increase the pre-meal bolus timing based on post-meal glucose readings and the
algorithm’s response. This varies from person to person.?*

The “Boost” mode may be used more “liberally” during pregnancy to proactively manage high glucose
levels, especially in cases of:

® Post prandial hyperglycemia

o lliness, stress, pain etc. causing high glucose levels

® Post infusion set failure

® Taking steroid medication

Please note, that these general recommendations may not apply to you.
All decisions regarding the treatment of diabetes should be discussed in
advance with your healthcare team.

\
Infusion set change
While insulin resistance and insulin requirements are increasing
throughout the second and third trimesters, some women may
need to change their infusion set more frequently.
J
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Giving birth

Many women with type 1 diabetes are told that a caesarean section is their only delivery option. However,
this is not true. Have an open discussion with your healthcare team and make a plan for delivery according
to your needs and the needs of the baby. It is important you feel able to advocate for yourself.

When going into labour, you can continue your use of mylife Loop. Of course, in agreement with the
obstetric team and anaesthetist’. You might need to be able to manage the system yourself, or perhaps
your birthing partner could be versed in its use.

® Continue with the mylife CamAPS FX settings as last programmed

® Use “Boost” and “Ease-off” to further adjust insulin delivery as needed

4 )
Caesarean section: mylife CamAPS FX can be continued,

in agreement with the obstetric team and anaesthetist.*

® Update the system settings to post-delivery settings prior to caesarean section start (in case of
planned procedure)

® Use “Boost” and “Ease-off” modes to further adjust insulin delivery as needed

® Check sensor accuracy if diathermy used

- J

Women also welcomed being able to administer insulin via the app on their
mobile phone, rather than via the pump or by injecting. As well as lessening
their workloads and helping them feel more normal, some reported having
administered correction doses more promptly due to this task being so easy
and discrete to undertake.

* Labelling of CGM with diatermy may change per device
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After delivery

The following setting adjustments shall be done as soon as possible after the delivery, to prevent low
glucose levels as your insulin requirements are dropping:
Increase the personal glucose target (PGT) to at least 6.0 mmol/L (108 mg/dL)
Increase the insulin to carbohydrate (ICR) back to pre-pregnancy settings to reduce meal boluses
amount. If not known, consider using 12-15 g carbohydrates per unit insulin for the ICR. These should be
optimised after few days as needed (settings = bolus calculator settings)
Consider not giving insulin for the first meal if shortly after delivery
Use “Ease-off” to further reduce insulin delivery, as needed
Update the target range to 3.9-10.0 mmol/L (70-180 mg/dL) (settings menu => statistics)
Switch to a reduced pump basal rate, preprogrammed on pattern B on the pump (for situation when
mylife CamAPS FX may revert to open loop)
— Pre-pregnancy levels
— Or aflat rate corresponding to 25 % of the total daily insulin dose at the end of the pregnancy
Adjust body weight (mylife CamAPS FX app’s main menu = settings = change weight)

Please note, that in this chapter general recommendations are provided that may not apply
to you. In addition, pregnancy is a complex and individual physiological condition that

has a major impact on your blood glucose levels. Before making any treatment decision,
we advise you to consult your health care team.
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After pregnancy the journey
continues. The new mom want
to stay healthy and worry-free
to take care of the born.

It is a journey filled \ hﬁndles‘
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3.4 A happy family

A new baby in the house is a big change. Like any new mum, you will experience hormonal changes,
alongside changes in your daily routine. All of these “imbalances” impact your glucose and insulin
sensitivity. Try not to worry; your mylife Loop has your back.

Breastfeeding uses up a lot of calories, so you are at increased risk of hypoglycaemia. It is advised

you reduce your insulin doses and monitor your glucose regularly.?® The following general

recommendations are meant to prevent maternal hypoglycaemia (please check with your health care

team beforehand):

® Have access to hypo treatments/snacks within reach

® Use “Ease-off” mode

o [f still experience hypoglycaemia, consider raising the personal glucose target (PGT) as needed and/or
increasing insulin to carbohydrate (ICR)

Always remember — if you have any
concerns, contact your clinical team for
support.

ai

These recommendations are taken from experience from the AIDAPT clinical study and might
differ from woman to woman. All recommendations need to be discussed between the woman and
her diabetes team.

This listing is not exhaustive and only show some of the benefits of using the mylife CamAPS FX
app. For more detailed materials, please contact your customer service or visit
www.mylife-diabetescare.com/loop.
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4. What if? Real-life scenarios and what to do about them

When to adjust the target?
Lower it in case of consistent high glucose levels.

* Possible reasons are:
=) — Increased insulin resistance
— Sickness
— Taking corticosteroids
Raise it if you experience frequent low glucose levels.
Possible reasons are:
— Being more active
— Increased insulin sensitivity

When to ease-off?
Prior/during/post
exercise or increased
physical activity
After treating a hypo
In hot weather

When to boost?
Post-meal high
glucose levels
(more than 2 hours
after meal)

Low grade illness
(without ketones)
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O 5. Caring for a soon-to-be mom

As partner, family member, close friend, or professional primary caregiver
of a pregnant person with type 1, you play an important role in the health and
wellbeing of the person you care for.

Communication is key. As a caregiver, you are there to support in the way need. If expectations are set
from the get-go — it is best to assume these will change as pregnancy evolves. Pregnancy is a time of joy,

but also may bring stress, anxiety, and perhaps even fear. Try to provide support not only with day-to-day
diabetes management, but also with the emotional wellbeing.

Women’s accounts suggest that closed-loop should be understood as one

pillar in a three-party collaboration involving themselves, the technology and
their healthcare team.™
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There are fantastic resources out there to help you learn the basics of type 1 diabetes pregnancies and
navigate through the most common situations as caregiver. See below our recommendation:

Pregna
type 1 di

&

Breakthrough T1D

5.1 Learning (or teaching) the basics of
mylife Loop

AID systems adjust insulin delivery based on
individual needs of the user due to the input from

a CGM and the calculations performed by an
algorithm. By increasing and decreasing insulin
delivery, the system aims to reduce glucose variability
and increase the time in range. The insulin delivery
adjustments are done automatically through an
insulin pump, reducing the work of managing your
glucose level.

AID systems dynamically adapt to the insulin
needs of the user

Target range

Glucose level

4
\\ + Hypo avoided

More insulin given

Delivery suspended

_____ e

Insulin delivery
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mylife Loop hybrid closed-loop is powered by mylife CamAPS FX, the AID app indicated for
pregnancy

The Automated Insulin Delivery (AID) system mylife Loop is made up of three key components that

communicate with each other: a Continuous Glucose Monitoring (CGM) system, the mylife YpsoPump
insulin pump and mylife CamAPS FX app.

FreeStyle Libre 3 / FreeStyle Libre 3 Plus

ea mylife YpsoPump

Dexcom G6

mylife CamAPS FX

mylife CamAPS FX can support women achieving the challenging glycaemic targets while planning for

pregnancy and throughout their pregnancy. Key features like “Boost” mode and the personal glucose target

were developed with the needs and challenges of pregnancy in mind.
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5.2 Becoming a remote companion

Companion is the term mylife CamAPS FX, the app of mylife Loop, uses to refer to caregivers supporting a
type 1 diabetes person remotely. This role has both a passive and active nature; for example, you can
always see the glucose value of the person you care for (passive care) and feel confident to take measures
in case of an emergency (active care).

App-based remote monitoring

The mylife CamAPS FX app allows user data to be shared with up to 10 “companions”. Companion remote
monitoring mirrors the data from the user’s mylife CamAPS FX app. Three simple steps to get started:

1. You will receive an invitation e-mail from the mylife CamAPS FX app of the user

2. Download mylife CamAPS FX app from Google Play and signup into the app using your email address
3. Select “Companion pump” when selecting pump type and follow the instructions

£} moyle WppoPamp
O virasl purg

3 Companson

CamaAFS Companion

Compansn |

Figure 6: Screenshots of how to invite and be a “companion” in the mylife CamAPS FX app.

[E]asii ]
[ ¥ Have a look to this short animation which explains you how
[=] to share diabetes data from the mylife CamAPS FX app.



Data is updated to the smartphones every minute and can include:

[ Insulin delivery ]
[ Pump battery level ] N

[ Meal intake j
[ Sensor glucose j : =

[ Auto-mode status J

Amount of
insulin re-maining in
the pump reservoir

[ Ease-off and Boost ]

Data is sent to the Companion remote monitoring using end-to-end encryption. Internet connectivity
is required to receive data by Companions; possible delays in receiving data may be caused by unreliable
internet connectivity, delays in cloud data processing or inappropriate smart device settings.

SMS-based remote monitoring
The mylife CamAPS FX app supports SMS-based remote monitoring during “Auto mode” on and off. Al
app-generated alarms and alerts will be sent via SMS message to active “Followers”.
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5.3 How to be part of daily type 1 diabetes management

As companion, you can conveniently monitor glucose values and insulin onboard at any given time.
By choosing remote monitoring you will be able to:

® Warn the person you care for if you spot something that is worrying or a little off.

® Relax knowing that the system will alert you if something is wrong.

® Provide care without it being intrusive or overwhelming.

Our recommendation is to agree on a protocol with the person you care for beforehand so that you both
feel safe and know what to do in case of an emergency.

You can support the person/partner you care for by helping her follow the general recommendations
applicable — upon agreement with the healthcare team — for managing type 1 diabetes during pregnancy
with mylife Loop:

. Personal glucose target (PGT)
First trimester: 5.5 mmol/L (99 mg/dL)
Second and third trimester: 4.5 mmol/L (81 mg/dL) overnight and 5.0 mmol/L (90 mg/dL) during daytime
You need to adjust PGT as appropriate throughout the pregnancy lower if glucose variability is low and
raise in case of frequent low glucose levels.

D 0o 6 =

. Update the following settings frequently:
Weight: every 4 weeks
Insulin to carbohydrate ratio (ICR): as needed per post meal glucose readings
Preset basal rate: every 4 weeks

oo enN

. Pre-meal bolus timing:
Insulin absorption is getting slower as the pregnancy progresses.
First trimester: 10-15 minutes (standard)
Second and third trimester: It may be necessary to increase the pre-meal bolus timing based on
post-meal glucose readings and the algorithm’s response. This varies from person to person.

D o 0 W
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Being familiar with mylife Loop from day one will empower you to participate in daily diabetes management
and have a quick reaction in case of an emergency. Caring for the caregiver is another important pillar of
healthy and safe pregnancies. Rely on the person you care for and her healthcare team to provide the best
possible care.

Please note in this chapter general recommendations are provided which may not apply to
your partner. In addition, pregnancy is a complex and individual physiological condition

that has a major impact on the blood glucose levels. Before making any treatment decision,
we advise your partner to consult her health care team.
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Disclaimer:

The product images are for illustrative purposes only. // mylife and YpsoPump are registered trademarks of Ypsomed AG in several countries. // CamAPS is a registered trademark
of CamDiab Ltd. // Dexcom and Dexcom G6 are registered trademarks of Dexcom, Inc. in the United States and/or other countries. // The sensor housing, FreeStyle, Libre, and
related brand marks are marks of Abbott. // The Bluetooth® word mark and logos are registered trademarks owned by Bluetooth SIG, Inc., and any use of such marks by Ypsomed
is under license. // Other trademarks and trade names are those of their respective owners. // mylife Loop with FreeStyle Libre 3 and Libre 3 Plus: The innovation described is
available in selected countries and expanding to further countries soon. Expansion is contingent upon local regulatory approval.

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