D Dedalus

Urgent Field Safety Notice

DATE

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: Loss of allergy data from one patient identity during merge, causing
missing alerts in prescription process

Internal Reference: MST0108017

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

=  ORBIS Medication 03.21.01 in ORBIS version 84.43.02.00 and higher in Germany and Austria.
Manufacturer: DH Healthcare GmbH
UDI-DI: 4260693990026

Information:

In the following scenario, a potential risk in ORBIS Medication could occur if used in combination
with ORBIS Allergies: A patient was admitted. It was overlooked that this patient already had a
record in the system with a specific ID, but another ID was created for this patient. Therefore, two
records were created in the system for the same patient, with the same characteristics (gender,
birthdate) but with a different ID.

In this FSN, the already existing patient ID will be referred to as “Pat-ID-1"” and the newly created as
“Pat-ID-2".

Pat-ID-1 already has an active allergy documented. However, another allergy (different than allergy
documented in Pat-ID-1) was recorded in Pat-ID-2. Both have been recorded independently of each
other.

An administrative patient merge was then performed in the patient administration outside of ORBIS
Allergies.

See below the view related to allergies (“Allergien”) documented in Pat-ID-1:
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Allergies (“Allergien”) documented for Pat-ID-2:

Allergien 5
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The second patient identity (Pat-ID-2) was merged into the first patient identity (Pat-ID-1) and then
the patient record initially associated with Pat-ID-2 was deleted.

Following below the patient merge between Pat-ID-1 and Pat-ID-2:

Personen-/Falldaten > Patientendaten korrigieren [45003644 (PID: 520349) Pat-ID-2, Lara *31.01.1995]
Navigation Korrektur - Personenmerge kd @ & <G

50 Korrektur Alte Person; diese Person sall storniert werden | 2 &
[ Fall umhangen

[ Fall-Fall-Zuordnung PID 520349 -
(1 [Personenmerge
#E stomierung Name Pat-ID-2 Geburtsname Pat-ID-2
Vorname: | Geschlecht [ ]
Geburtsdatum 31.01.1995
Falle
o gepl. Entlassdatum Fallstatus Falltyp.
45003644 18.03.2025 - 07:50 21.03.2025 - 15:00 stationar aktueller Fall

Neue Person: diese Person soll beibehalten werden 2 &

PID 521240 £

Name Pat-ID-1 Geburtsname Pat-ID-1

Vorname [ ] Geschlecht [ ]

Geburtsdatum 31.01.1995

Falle

= gepl. Entlassdatum Fallstatus Falltyp
20642 23.06.2025 - 07:50 26.06.2025 - 15:00 stationar aktueller Fall

Since the allergy data was linked to the patient identity and not to the case, it had no longer a valid
reference and was no longer visible. As a result, the allergy from Pat-ID-2 was no longer visible for
the end-user.

Allergies for Patient ID 1 after the merge: the medication “iodine” was not merged.

Allergien

:(x Allergien © {7 Diagnosen und Probleme  Geloschte Elemente einblenden + Allergie
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The consequence of this behavior is that, if a new drug-prescription is documented in ORBIS
Medication (including the drug which the patient is allergic to) then, the AMTS-Check
(Arzneimitteltheraphiesicherheit) does not take the lost allergy information into account. The result
is that if the physician is not aware of the lost allergy information from the calculated alerts, could
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sign the prescription without the allergy information. Therefore, the patient merge could increase
the potential risk of adverse drug events and compromise the safe clinical decision-making.

No allergy alert was displayed for the drug containing the substance “iodine”:

Sicherheitshinweise zu dieser Anordnung Flycicle Vision® T 2

& DOSIERUNG ® 2 ~

L/

Dosis: Finale Bewertung nicht maglich

@ - 100- 100 Mikrogramm, Tabletten Details anzeigen

Teilweise gesicherte Verordnung

Alle Produkte Details anzeigen

T PATIENT @ -

WL

Teilweise gesicherte Verordnung

Die aktuelle Nierenfunktion des Patienten ist unbekannt. Es wurden keine Nierenwerte an Dosing Flycicle Vision Gbermittelt.
B orBis @ @ -
Nicht in Hausliste
[ ] - 100 -100 Mikragramm, Tabletten Details anzeigen
Uberprafung der Anordnungen durchgefihrt am 13.11.2025 um 16:37 von ORBIS Medication und Flycicle Vision (Version 3.4.0, aktualisiert am Elycicle Patientendaten
01.10.2025) Vision®

The behavior described above can only occur with patient merges, but not with case merges. Only
allergies in the discarded patient record can be lost this way.

Correction information Dedalus (ORBIS Allergies and ORBIS PAS):

When the patient merge is performed, a background routine is called that reassigns the allergies
(from merged ID Pat-ID-2) to the target patient identity (Pat-ID-1).

With the correction of patient merge, all allergies from patient Pat-ID-2 will be transferred to the
target patient identity Pat-ID-1 and remain visible to the end-user. In consequence, if the patient is
allergic to the drug selected in the prescription, the allergy alert will be visible to the physician and
the medication management checks will continue as usual.

Allergies for Pat-ID-1 after correction of patient merge:

Allergien B
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Filter "
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Drug containing the substance “iodine” after the correction in the patient merge:
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Sicherheitshinweise zu dieser Anordnung Fiycicle Vision ® < JES

& DOSIERUNG @ @ ~
Dosis: Finale Bewertung nicht méglich

® - mo-mo Mikrogramm, Tabletten Details anzeigen
Teilweise gesicherte Verordnung

Alle Produkte Details anzeigen

© auerelE B @ -
Allergie oder Unvertriglichkeit

= ool 0 ixogramm, Tabletten Details aushlenden

Dokumentierte Allergie: lod; Allergieauslésender Stoff: lodid-lon: Der Patient ist gegen einen in dem Préaparat enthaltenen Wirkstoff oder Hilfstoff allergisch. Insbesondere wenn in der Anamnese
lebensbedrohende allergische Ereignisse bekannt sind (z. B. Anaphylaxie, SJS oder TEN), besteht die Maoglichkeit Intoleranz oder ein allergisches Ereignis auszulGsen.

T PATIENT @ -
Teilweise gesicherte Verordnung

Die aktuelle Nierenfunktion des Patienten ist unbekannt. Es wurden keine Nierenwerte an Dosing Flycicle Vision ubermittelt. FLYCICLE VISION

B oreis @ @ ~

Nicht in Hausliste

[ ] -'IUEJ-'\UO Mikrogramm, Tabletten Details anzeigen

Uberpriifung der Anordnungen durchgefiihrt am 13.11.2025 um 16:33 von ORBIS Medication und Flycicle Vision (Version 3.4.0, aktualisiert am 01.10.2025) Flycicle Vision® Patientendaten

Actions undertaken by DH Healthcare GmbH:
= Inform the affected customers with this letter.

= Release of correction in ORBIS Medication 03.21.02.00 in ORBIS version 84.43.04.00 or
higher (release planned for end of the 2025 year for Germany and Austria)

Recommended actions to be taken by the customer:

= Asanadministrative operator, before patient merge, please identify allergies in all duplicate
patient profiles and fill them in the remaining one after merge action. Please review the
allergies with the patient in every new admission.

= Install the correction when available.

Please distribute this information to all those who need to be aware of it.

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. They must review the allergies
with the patient in every new admission and not rely on historical data, since the status of the
patient may have changed since the last admission.
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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:

MST0108017 - Loss of allergy data from one patient identity

Reference . . D . -
during merge, causing missing alerts in prescription process

Product reference:
ORBIS Medication

Name (contact person)

Position

Phone number

Date

Signature

O I confirm that | have received and understood the safety information.
0 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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