Dedalus

HEALTHCARE SYSTEMS GROUP

03.05.2024
Urgent Field Safety Notice

Dear Customers,

DH Healthcare GmbH, a Dedalus Group company, would like to bring to your attention the following
issue reported to the national competent authority:

Title: Consecutive (or Alternate) mode abnormally available when
prescribing a prescription set

Internal Reference: MST0079721

Product name and version(s) and UDI-DI:

=  ORBIS Medication 03.16.07.00 in ORBIS 84.38.00.09.FR and 85.21.00.10.FR and higher in
France.
Manufacturer: DH Healthcare GmbH
UDI-DI: 4260693990026

=  ORBIS Medication 03.19.01.00 in ORBIS 84.41.00.00.DACHL and higher in Germany, Austria,
Switzerland, Luxembourg.
Manufacturer: DH Healthcare GmbH
UDI-DI: 4260693990026

Information:

The following behavior, which might occur when using ORBIS Medication, has been observed:

A physician adds a prescription set to a patient case, with a prescription line to be administered as
a daily dose, with no duration.

Before signing, he modifies the prescription line and selects the Consecutive or Alternate mode. He
completes the dosage for each step.
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Drug prescription™®
HOSPITAL

B Prescription [#ndications

Product(s) & Dose

o - Inhalationslésung, 5

ma/1 ml Lisung fiir einen... 1 Amp/take
Route: Respiratory (Inhalation}
Propellant: Luft
Additional information
Instructions: odi
Schedule
Repetition [next days): Consecutive

Consecutive prescription lines

Measured weight

-
LS

v [17kg 0 0.1505m* /& @

B Comment to the nurse

@ Step Start - End Duration Dose Daily rep Conditi
Tue Apr 09 1:55 PM — 1d 1 Amp/take 3 times / day
2 Wed Apr 10 1:55 PM — Thu Apr 11 1:54 PM 1d 2 Amp/take 3 times / day
@ Add step
Timeline X
13:55,
») 13:55
1 Amp at 07:00 1Amp at12:00 1Amp at 18:00
£ L,
(+) () % N
L o
00:00 03:00 000 059:00 12:00 15:00 12:00 2100 0000
Night Maming Noon Afternoon Evening Night
Tue Apr 09, 2024 : First day of prescription

The prescription line is then only replaced by the last step defined with the Consecutive or Alternate

mode The other steps are not considered.

New lines - To be signed

- Inhalationsldsung, 5
mg/1 ml Lisung fiir einen
Vernebler, 10 ml

E_‘:przh_ﬂ‘{r

|2-2-2amp

Propeflant: Luft

Aerosol

Respiratary {Inhalation)

This could lead to wrong or missing prescriptions for the patient.

Salbutamel!

ROZACOZ
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Actions:
Actions undertaken by DH Healthcare GmbH:

= Inform the affected customers with this letter.

=  Release of correction with ORBIS Medication version 03.20.00.00 in ORBIS version 84.42.00.00
(release beginning of June 2024 for DACHL and planned for spring 2025 for FR) and higher,
85.25.00.00 (release planned for second half of 2025) and higher.

Recommended actions to be taken by the customer:

=  As a physician, always check before signature the result of the modification of a prescription
line.

=  When using an affected version, if consecutive (or alternating) prescriptions are to be
prescribed, add a new prescription line directly, by selecting a drug, instead of selecting a
protocol.

= Installation of the correction when available.

Please distribute this information to all those who need to be aware of it and confirmation the
acknowledgement by the signed response form.

Regardless of the situation described here, we would like to point out that care providers must
always ensure that clinically relevant information, including prescription information, is clearly
communicated and that they must use verified information (e.g., from medical devices such as
monitoring systems), independent from the software being used.
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It is important that you take the actions described in this safety information and acknowledge
receipt of this letter.

If the above information does not apply to your hospital or if the device has been transferred to
another organization, please indicate this on the attached feedback form and forward this Field
Safety Notice to the respective organization.

Thank you for your careful attention to this matter and for your support.

If you have any questions on this matter, please consult our contact person:

Sincerely,
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Urgent Field Safety Notice

Feedback Form
We kindly ask you to return this feedback form as soon as possible, but at the latest within 30 days
after receipt of this letter, to the following e-mail address:
Thank you for your cooperation.

Customer / Facility (names of all
affected operational facilities):

Address:

MST0079721 - Consecutive (or Alternate) mode abnormally
available when prescribing a prescription set
ORBIS Medication

Reference

Product reference:

Name (contact person)

Position

Phone number

Date

Signature

O I confirm that | have received and understood the safety information.
I The safety information does not apply to my facility.
0 The device was transferred to another organization.

Name and address of the other organization:

0 Please update our contact information as follows:

Customer / Facility:

Address:
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