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: Dose quantities can be mixed-up when prescribing an infusion made of
several ingredients

Internal Reference: MST0078932

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

=  ORBIS Medication 03.16.00.00 in ORBIS 84.38.00.00, 85.21.00.00 and higher in Germany,
Austria, Switzerland, Luxembourg, and France - Manufacturer: DH Healthcare GmbH
UDI-DI: 4260693990026

Information:

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

A protocol is configured with several products to be administered by continuous infusion.
The dose of each product depends on the patient's body surface area, for example:

= Product A: 3000 ml/m?/d

=  Product B: 20 mg/m?/d

=  Product C: 60 ml/m?/d
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+ Protocol

Prescription template GSUPPORT-16769 code opt_1

Product(s) & Dose &' Addacarmier B addaproduct 77 Addacondition # Addbolus  Q Prescribe a polyionic solution
00 ANNaCl0.9% - 3000 mi/m?/d
20 *d
mg/2 ml Injektionsiésung ma/m
Kaliumehlorid 7,45 0 mi/m?/d

Konzentrat zur Herstellung...

Daily repetition:  Continuous

Route: | Intravenous (default route) | Other routes Centralvenous (CV) -

Device: Infusion
Preparation details il Delste the preparation
sreparstion details: AN Nacl 0 oo # ml
[ — ‘gt
’
Kaliumehlorid 7, ﬂS?‘n- Konzentrat zur Herstellung einer Inf.-Lsg., 20ml # ml
# ml
Rate:  undefined mi/h
Timeline X
00:00 03:00 06:00 08:00 15:00 18:00 21:00 00:00
Fri Feb 09, 2024 - First theoreticsl day of prescription, if prescribed now

In rare cases it could happen, that these configured numerical values could be mixed-up when
prescribing this protocol containing infusion made of several products, for example:

= Product A: 3000 ml/m?/d

= Product B: 60 mg/m?/d

= Product C: 20 ml/m?/d.

AN Nact 0.9% I | 5osc AN: 3000 mi/md SOLUTION 1

E — oo
1410 ml
mg/2 ml injektionsasung m_ ,

60 mgsm* (that is 26.2 mg/d)

Katiumchiorid 7,45% I
Konzentrat zur Herstellung
einer Inf.-Lsg., 20ml

Centralvenous

(+,]

PREPARATION TO BE
ADMINISTERED
SOLUTION 10 1422.22 mi

This issue could also occur at modification or duplication of a prescription line with several products.
This could lead to erroneous dosages during the prescription.

Actions:
Actions undertaken by DH Healthcare GmbH:

= Inform the affected customers with this letter.Release of correction with ORBIS Medication
version 03.19.02.01 in ORBIS version 84.41.02.01.DACHL (released end of February 2024 for
DACHL) and higher.
= Release of correction with ORBIS Medication version 03.19.04.00 in ORBIS version
84.41.00.01.FR and 85.24.00.01.FR (release planned for end of 2024) and higher.
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Recommended actions to be taken by the customer:

=  As a physician, always check the dose quantities of new prescription lines before signing, and
to prescribe the products without using the protocol while using an affected version of ORBIS
Medication (pictures below).
=  As the person in charge of the configuration of an affected prescription set, deactivate the
protocol, delete and re create the prescription line then test the prescription of the protocol
(the issue is related to an unwanted event during the registration of the data in the protocol,
that mixes-up the products identifiers, then the issue could be resolved by the replacement by
a new prescription line).
= Asfrom ORBIS Medication 3.19.02.01, a query SecondaryProductQuantitylnversion
is available in ORBIS (menu Query generator) to identify the prescription lines that
have the described issue on patient cases, or on protocols.
=  For older versions than ORBIS Medication 3.19.02.01, please contact DH Healthcare
GmbH's Support department to identify any prescription lines in a patient case or
in existing protocols that contain this problem.
= Install correction when available.

+ Drug prescription® o
HOSPITAL Alerts Measured weight ¥ | 10kg 50 047m* /@
8§ Prescription [Zindications Summary
Product(s) & Dose & Addacarrier §'Addaproduct 27 Addacondition # Addbolus @ Preseribe a polyionic solution
00 ANNacl o,aa- 3000 ml/m*/d 50 1410 mi/d
ma/2mi \niekliunslasllr\zg 20 ma/m'/d
Kaliumehlorid 7,45% 0 mi/m/d

Konzentrat zur Herstellung...
Daily repetition:  Continuous

Route: | Intravenous

Device: (D
[l N
Preparation details Ml Delete the preparation
Preparation details: AN Nacl a‘gs_ 1410 ml
[ e—— sam 0%t m
’
Kaliumchlorid 7.45% Il Kenzentrat zur Herstellung einer Inf.-Lsg, 20ml 282 ml
143914 ml
Timeline: |
00:00 03:00 06:00 09:00 12:00 15:00 18:00 2100 00:00
Fri Feb 09, 2024: First day of prescription
Cancel A Modification of prescriptions locked for other users Next >

AN Nact 0.9% I | Dose AN; 3000 mi/m*/d SOLUTION 1

I oo | ) oct oo M-
mg/2 ml Injektionsitsung _ -
Intravenous =4

20 mg/m* (thatis 94 me/d) | g2 mi injektionsidsung: 9.4

Katiumchiorid 7,45% [l mo. 094
Konzentrat zur Herstellung " i
einer Inf.-Lsg., 20mi

60 mi/m* (that is 28.2 ml/d)

[+

W 43914 mi
ody surface: 047 Concentration: 09798 mi/mi

PREPARATION TO BE
ADMINISTERED

SOLUTION 1: 143914 mI
Roter 59,9642 ml/h

Preparation duration: 24 h
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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.

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:

MST0078932: Dose quantities can be mixed-up when

Reference . . . . .
prescribing an infusion made of several ingredients

Product reference:
ORBIS Medication

Name (contact person)

Position

Phone number

Date

Signature

O I confirm that | have received and understood the safety information.
O The safety information does not apply to my facility.

O 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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