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URGENT Product Defect Alert
TGA Recall Reference Number: RC-2024-RN-00444-1
Mylife YpsoPump Orbit micro 2.0 infusion sets

Skin irritation associated with mylife YpsoPump Orbit micro 2.0 infusion sets (single
use, sterile infusion sets for the administration of insulin with an ambulatory insulin

pump)

Advice from manufacturer

To HCPs and to whom it may concern

Affected products:
This notice applies to the following mylife YpsoPump Orbit micro 2.0 infusion set models manufactured by Ypsomed AG
(SRN: CH-MF-000016749):

ARTG Ref. no. Product description Cannula Tubing
281787 | MYOYP2-1851 | mylife YpsoPump Orbit micro 2.0 | 5.5 mm, steel 45¢m (18")
281787 | MYQYP2-2451 | mylife YpsoPump Orbit micro 2.0 | 5.5 mm, steel 60 cm (24"

Description of the problem:

mylife YpsoPump Orbit micro 2.0 (steel cannula), introduced in 2023, has a different adhesive patch and minor
differences in design compared to mylife YpsoPump Orbit micro (steel cannula), introduced in June 2016. While benefit
of these changes have been seen in most patients, a small number are experiencing different degrees of skin irritation
ranging from mild to severe.

The risk associated with this issue is acute allergic or irritant contact dermatitis causing skin irritation that may result in
symptoms such as itching, burning, and/or rash at the site of adhesive patch application. The rash is infrequent but may
be severe at times and the irritation can include redness, swelling, and blistering. The symptoms and rash vary greatly
and Ypsomed has received some reports of patients requiring medical treatment associated with the skin irritation.

Ypsomed is monitoring the situation in the field, investigating the causes of the skin reactions and is exploring possible
measures to mitigate this problem. When a mitigation is identified, this will be communicated with you.
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Advice on actions to be taken by affected users:

Skin reactions are a known side effect occasionally observed with infusion sets, as with all systems that adhere
permanently to the skin. We recommend mylife YpsoPump Orbit micro 2.0 users experiencing skin reactions, to discuss
their individual situation and needs with their healthcare professional, who may recommend aids to minimise or avoid
irritations, as well as possible infusion set alternatives compatible with the mylife YpsoPump insulin pump.

Skin care measures, such as the use of barrier creams and careful removal of the infusion sets have not been tested or
validated by Ypsomed as possible solutions but may mitigate the skin reactions. Such measures may be adopted and
considered in discussion with patients according to their specific needs and individual situation.

If these measures are not effective, possible alternative infusion sets may be considered. Healthcare professionals
should contact their Ypsomed representative to discuss available alternatives in their country.

Contact:
For questions about the affected products or about the information above, please contact the Customer Care hotline of
your country:

Country Contact
Germany 0800 9776633
Switzerland 080044 11 44
Austria 00800 55 00 00 00
Australia 1800 447042
Spain +34 937077003
Finland +358 800 98889
Sweden +46 8 601 25 50
Denmark +45 48 24 00 45
United Kingdom 0344 856 7820
Poland 800 101 621
Netherlands 0800-9776633
Belgium 0800 -294 15
Czech Republic 800 140 440

The Competent Authority of your country has been informed about this notice. Please report all device-related incidents
to the manufacturer, distributor, or local representative, as this provides important feedback.

Yours sincerely

Ypsomed AG
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