Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical
Affairs and Drug Control
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To: with Confidence et S0

THE DIRECTOR GENERAL OF HEALTH SERVICES IN ALL GOVERNORATES
Commanding Officer, Armed Forces Hospital (Al Khoudh & Salalah)

Director General of Engineering Affairs, MOH

Director General of Royal Hospital

Director General of Khoula Hospital

Director General of Medical Supplies (MOH)

Director General of Pvt. Health Est. Affairs (to kindly arrange distribution to all Pvt. Hospitals)
Hospital Director (Al Nahda Hospital)

Hospital Director (Al Massara Hospital)

The Head of Medical Services in SQU Hospital

The Head of Medical Services in Royal Oman Police

The Head of Medical Services in Ministry of Defence

The Head of Medical Services in The Diwan

The Head of Medical Services in The Sultan’s Special Force

The Head of Medical Services in Internal Security Services

The Head of Medical Services in Petroleum Development of Oman

The Head of Medical Services in LNG Oman

ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Please find attached our Circular No 2 2 q dated Qb / /o / 206273 Regarding NCMDR Field
Safety Corrective Action of Cios VA30 from (mfr: Siemens Medical Solutions).

Copy to:

Director, Office of H.E. The Undersecretary for Health Affairs
Director of Medical Device Control, DGPA&DC

Director of Pharmacovigilance & Drug Information Dept, DGPA&DC
Director of Drug Control Department, DGPA&DC

Director of Pharmaceutical Licensing Department, DGPA&DC
Director of Central Quality Control Lab., DGPA&DC

Supdt. of Central Drug Information
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Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical
Affairs and Drug Control
Muscat

Circular No. 229 /2023~
|2 -04-1445H
26 -10-2023

Field Safety Corrective Action of Cios VA30 from Siemens Medical Solutions.

NCMDR - National Center Medical Device Reporting- SFDA.

Source https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19736
Product Cios VA30.
Description Radiological technology - mobile radiological diagnostic facilities.

Manufacturer Siemens Medical Solutions.

Local agent Muscat Pharmacy & Stores LLC.

Product/ Trade Name: Cios Spin, Cios Alpha, Cios Flow
UDI-DI:
04056869153506, 04056869153490, 04056869246628

Potentially in 3D mode of Cios Spin VA30, information about image orientation regarding
"laterality" (i.e., L = left / R = right) cannot be defined and saved with the clinical image by the
user.
Potentially in radiography modes SUB, DR, and DCM of systems (Cios Alpha VA30, Cios Spin
VA30, Cios Flow VA30), the autostore function can be deactivated by the user; however, in 3D
mode, the autostore function is activated by default and cannot be deactivated by the user.

1. New software version VA30K will be installed to solve the above issue. Please follow the
Sg Action steps in the attachment that have to be taken by user to avoid the possible risk associated

with the above issue.

2. Contact the local agent for remedial action.

The affected
products

Reason

Healthcare professionals are encouraged to report any adverse events Suspected to be associated
comments with the above device or any other medical device to Department of Medical Device Control
through the E-mail: Med-device@moh.gov.om

/ Dr. Mohammed Ha

i\
Director General\ *
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SIEMENS .-,
Healthineers °-*

To all users of the following systems: Cios VA30
Cios Spin,

EU-SRN DE-MF-000006122
Product/Teads Name; Clag Alpha, E-mail advancedtherapies-fsca.team@siemens-
Cios Flow healthineers.com
04056869153506, Date September, 2023
UDI-DI: 04056869153430, Corrective AX036/23/S
04056869246628 Action 0

Customer Safety Information (CSI) for Field Safety Corrective Action

Subject: Fulfillment of new requirements from DIN and IEC standards for Cios VA30 Systems

Dear Customer,

We would like to inform you about a potential issue with your Cios VA30 system(s) as well as a corrective action
that will be performed.

What is the issue and when does it occur?
Potentially affected system: Cios Spin VA30

With respect to DIN 6862-3:
So far, in 3D mode, information about image orientation regarding “laterality” (i.e., L = left / R = right) cannot be
defined and saved with the clinical image by the user.

Potentially affected systems: Cios Alpha VA30, Cios Spin VA30, Cios Flow VA30

With respect to IEC 60601-2-54:
So far, in radiography modes SUB, DR, and DCM, the autostore function can be deactivated by the user; however,
in 3D mode, the autostore function is activated by default and cannot be deactivated by the user.

Siemens Healthcare GmbH
Management: Bernhard Montag, President and Chief Executive Officer;
Darleen Caron, Jochen Schmitz

Chairman of the Supervisory Board: Ralf P. Thomas

Registered office: Munich, Germany; Commercial Registry: Munich, HRB 213821

WEEE-Reg.-No. DE 64872105
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What is the impact on the operation of the system and what are the possible risks?

With respect to DIN 6862-3:

In 3D mode, the user could mix up the patient orientation regarding “laterality”. Therefore, the user could carry
out a wrong diagnosis and/or wrong treatment based on the acquired clinical images, which does not show clear
information about patient orientation.

With respect to IEC 60601-2-54:

The user could deactivate autostore mode for radiography modes SUB, DR, and DCM. Consequently, user could
accidentally forget to save the images manually and be forced to repeat image acquisition and double the radiation
dose originally required.

How was the issue identified and what is the root cause?
As part of continuous system maintenance, new and already delivered systems have been continuously monitored
regarding compliance with applicable standards and regulations as well as regarding changes to standards.

Which steps have to be taken by the user to avoid the possible risks associated with this issue?

With respect to DIN 6862-3:

In 3D mode and if “laterality” information is important in the procedure, the user should place a marking aid in the
radiation path to clearly define patient orientation (i.e., left or right marker) before the procedure begins.

With respect to IEC 60601-2-54:
The user should not deactivate autostore mode for radiography modes SUB, DR, and DCM.

What actions are being taken by the manufacturer to mitigate possible risks?
Our service organization will install a new software version VA30K.

With software version VA30K, the user interface of Cios VA30 systems will be changed to consider the current
standards DIN 6862-3 and IEC 60601-2-54.

With respect to DIN 6862-3:

In 3D mode and if patient orientation information is important in a procedure, the user can predefine the patient
orientation “L/R” (left/right), and therefore “laterality” information will additionally be saved in the clinical image
(see screenshot of user interface below).
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Letter of September, 2023 SI E M EN S E :‘“
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To all users of the following systems: Cios VA30
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With respect to IEC 60601-2-54:
In radiography modes SUB, DR, DCM as well as in 3D mode, the autostore function is selected/activated by default
and cannot be deactivated by the user.
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What is the efficiency of the corrective action(s)?

With respect to DIN 6862-3:

With the corrective action, the probability of mixing up the patient orientation regarding “laterality” (i.e., left/right)
will be minimized.

With respect to IEC 60601-2-54:
With the corrective action, the user will no longer be able to deactivate autostore mode for radiography modes
SUB, DR, and DCM.

In summary, the corrective action minimizes the probability of occurrence of nonconformity with international
standards.

How will the corrective action be implemented?
The corrective action will be implemented with the upcoming software version VA30K as measure AX036/23/S. Our

service organization will contact you to schedule an appointment to perform the corrective action. Please feel free
to contact our service organization for an earlier appointment.
This letter will be distributed to all affected customers as update AX035/23/S.

What risks exist for patients who have previously been examined or treated using this system?
The manufacturer does not consider risks for patients who have previously been examined or treated.

Please ensure that all users of the affected products within your organization and others who may need to be
informed receive the safety-relevant information provided with this notice and comply with the recommendations
therein.

We appreciate your understanding and cooperation with this safety advisory and ask you to immediately instruct
your personnel accordingly. Please ensure that this safety advisory is retained in your product-related records
appropriately. Please keep this information at least until the measures have been finalized.

Please forward this safety information to any other organizations that could be affected by this measure.

If the device has been sold on and is therefore no longer in your possession, please forward this safety notice to
the new owner. We would also request you to inform us of the identity of the device's new owner, where possible.

With best regards,

Siemens Healthcare GmbH
Business Area Advanced Therapies (AT)

Electronically signed by'-
ExE

'aacan: | am approving this
nt

Electronically signed by: -

_an | am sppmving thie
document

President Advanced Therapies Person Responsible for Regulatory Compliance
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