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a Take home messages

e

mylife Loop
® Is a hybrid closed loop (HCL) system powered by mylife CamAPS FX
® mylife CamAPS FXis indicated for paediatric care from > 2 years of age and older
(CGM dependent)*?
@ Simplifies diabetes management®+
Reduces the need for frequent manual interventions?
® Enhanced safety and stability:
— Greater peace of mind as mylife Loop powered by CamAPS FX reduces the risk of hypo- and
hyperglycaemia®*
— Less disruption of daily activities?

-

* Dexcom G6 for ages > 2 years and older; Abbott Freestyle Libre 3 for ages > 4 years and older.

mylife Loop powered
by CamAPS FX is a hyk
closed-loop with
mylife CamAPS FX'¢
and indicated for

in very young chi




B Background and objective

Type 1 diabetes (T1D) is one of the most common chronic diseases in childhood'.

The management of T1D in very young children is challenging because of:?

— High variability in insulin requirements

— Pronounced insulin sensitivity

— Unpredictable eating and activity patterns

Caregivers’ fear of hypoglycaemia, especially at night, is widespread and, together with young children’s

lack of knowledge about hypoglycaemia, contributes to the fact that?

— children do not reach the recommended glucose levels

— children have difficulties maintaining recommended glucose management

— constant monitoring by caregivers is required which results in high management burden and reduced
quality of life for the whole family

HCL systems such as mylife Loop have been shown to improve glycaemic control and reduce the burden

of managing T1D in children.®#

The aim of the KidsAP02 study was to evaluate the effectiveness of HCL with remote

monitoring technology through CamAPS FX versus sensor augmented pump (SAP) therapy

in very young children with T1D.2

ﬂ Methods & participants

74 children across 7 clinics in Austria, Germany, Luxembourg and UK were randomized in a crossover
design to either

— Hybrid closed-loop with CamAPS FX (39 children, intervention group)

— SAP with CGM (35 children, control group)

Children: age 1-7 years, T1D > 6 months, CSII* > 3 months, HbA1c < 11 %

Primary endpoint: TIR 3.9-10 mmol/L (70-180 mg/dL)

Hybrid closed-loop (intervention group): Dana pump + Dexcom G6 + CamAPS FX

Standard therapy (control group): Dana pump + Dexcom G6 + CamAPS FX with closed-loop
functionality disabled

Fig. 1: Study design of the crossover randomised controlled trial KidsAP02




Outcomes

The KidsAPO2 trial showed significant improvements in glycaemic control over a period of 16 weeks
with HCL therapy in very young children with T1D aged = 1 year (1 to 7 years), compared to SAP therapy,
without increasing the risk of hypoglycaemia.?

® Children spent a median of 95 % of the time in closed-loop
® These findings support longer-term usability of HCL system in very young children with T1D aged > 1 year
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Fig. 2: The HCL system powered by CamAPS FX significantly improved glycaemic control in very young children with T1D, without
increasing the time spent in hypoglycaemia (p=0.74).

® Significant improvements in glycaemic control were even more pronounced during the night (00:00-07:59)

than during day-time.
® Tight glucose management during nighttime resulted in an outstanding percentage of time in the target
glucose range of 82 %, a mean sensor glucose level of 7.6 mmol/L (136.2 mg/dL), and a median

percentage of time in the hypoglycaemic state of 2.8 %.
Glycaemic control during the night (00:00-07:59)
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Fig. 3: Tight glucose management was more prominent with the HCL system during nighttime than during day-time and compared to
SAP therapy in very young children with T1D.




® Total daily insulin was similar between the treatment groups.

® The basal insulin dose, defined as the amount of insulin delivered by preset pump basal rates during SAP
therapy or the amount of insulin delivered automatically by the HCL system during closed-loop therapy,
was found to be higher in the HCL period.

® The bolus insulin dose was lower during the HCL period than during the SAP period.
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Fig. 4: The HCL system allows for lower bolusing while maintaining a similar total daily insulin dose between treatment groups.
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33 Parents of 30 children using CamAPS FX and
participating in the KidsAP02 study were interviewed?®

® To explore parents’ experiences of using a hybrid closed-loop system powered by CamAPS FX when
caring for a very young child (aged 1-7 years) with T1D.
® The conclusion was that using a HCL system in very young children may facilitate greater normality.

In this real-world setting, the parents described the HCL system powered by CamAPS FX as offering

a wide range of benefits. In particular, parents described the HCL system as allowing them, their
child, and their siblings to lead more normal lives, less dictated and dominated by diabetes.

Moreover, parents slept better and worried less about their child because of the system’s ability to help
keep glucose levels in range.®

“| 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.”

(022M_child_2yrs)

“I’d feel more confident, you know, if he ever needed to go on a sleepover or play date,
I’d feel just so much better about it, because it’s like a little guardian angel, you know,
looking over him. Whereas before... | don’t think | could let him go without someone who
is fully trained.”

(002M_child_6yrs)

“| think for me, just the fact that | could trust it... to take care of my
daughter and it wasn’t going to hurt her or make it worse, or that it
wasn’t something... | needed to constantly be checking on... it totally
eased my mind.”

(025M_child_6yrs)
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mylife Loop utilizes CamAPS FX, which is indicated for use
in very young children from age 2 years and above

Insulin is delivered
with the mylife YpsoPump.

Glucose is measured by the
Dexcom G6 or Abbott
FreeStyle Libre 3 / Libre 3 Plus
continuous glucose monitoring
systems.

FreeStyle Libre 3 / Libre 3 Plus

mylife YpsoPump

Dexcom G6

mylife CamAPS FX

mylife CamAPS FX adjusts insulin delivery level every
8 to 12 minutes, based on the current and the predicted
glucose levels.

EFAE

Visit our website for detailed information about mylife Loop system:
[= www.mylife-diabetescare.com

Abbr:* CGM: Continuous glucose monitoring; CSII: Continuous subcutaneous insulin infusion; HCL: Hybrid closed loop; IQR: Interquartile range; SAP: Sensor augmented pump
therapy; TBR: Time below range; TIR: Time in range; T1D: Type 1 Diabetes
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Disclaimer: The product images are for illustrative purposes only. // mylife and YpsoPump are registered trademarks of Ypsomed AG. // CamAPS is a registered trademark of
CambDiab Ltd. // The sensor housing, FreeStyle, Libre, and related brand marks are marks of Abbott and used with permission. // Dexcom and Dexcom G6 are registered trademarks
of Dexcom, Inc. in the United States and/or other countries. // 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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