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Attached below is the weekly report of Field Safety dnmaaill Clel mll e gl 8l L Led (38
Corrective Actions (FSCAs) for the period: -5 _yiall A3l <ol sy
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which affect Saudi Arabia and being followed up with the
authorised representatives to accomplish the required
action.

* Role of contact officer:

* Kindly respond to the weekly report in both cases
either you are affected or not affected.

* Disseminate and share the information with other
Departments within healthcare facility and Ensuring that
the healthcare facility is free of any affected
device/product.

* Communicate with the Authorised Representative of the

manufacturer if there is any device/product affected by a
FSCA
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Hospital name:

Date:

Hospital affected by any device/product in this report:

Yes
No
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¢ The yellow highlights indicates that medical devices
subject to removal action.

*[To identify the affected serial numbers/lots, please open
the link.
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Active Implantable Devices

HeartWare™ Ventricular Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda.
Assist Device (HVAD™) gov.sa/Secure/CA/ |:|
System

Diagnostic and therapeutic radiation devices

MR systems with Twinspeed GE Healthcare GE Healthcare rcure/CA/CaViewRe |:|
Philips ProxiDiagnost N90, Philips Healthcare Philips Healthcare Saudi  https://ncmdr.sfda.
DigitalDiagnost 4, Arabia Ltd. gov.sa/Secure/CA/
DigitalDiagnost C90 High CaViewRecall.aspx |:|
Performance and 2caid=2&rid=1731
DigitalDiagnost C90 1
Flex/Value/Chest/ER.

Electro mechanical medical devices

MiniMed™ 600 and 700 Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda. |:|
series insulin pump

Omnipod DASH® Personal Insulet Corporation... ProMedEx https://ncmdr.sfda.
Diabetes Manager (PDM)

[]

Percept PC Implantable Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda. |:|
Neurostimulators (INSs)

In vitro diagnostic devices

Elecsys CA 19-9 Roche Diagnostics GmbH. 2 Diagnostics Saudi Arabia Li:cure/CA/CaViewRe: |:|
ImmunoCAP Allergen f76. Phadia Ltd 'DULREHMAN AL GOSAIBI Gcure/CA/CaViewRec |:|
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17305
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17306
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=17311
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17309
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17303
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17308
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=17310
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=17304
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