Report Reference Number: WU2232
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Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

Attached below is the weekly report of Field Safety
Corrective Actions (FSCAs) for the period:
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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: |

| il aul

Date: |

| s

Hospital affected by any device/product in this report:

Yes
No

¢ 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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No. of Field Safety Corrective Actions (FSCA): 14 ) @ AN dasauaill cile) oY) s

Active Implantable Devices

HeartWare™ Ventricular Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda. I:l
Assist Device (HVAD™)

Assistive products for persons with disability
VARI-FLEX® JUNIOR Ossur Al Ewan Medical Company :cure/CA/CaViewRe |:|

Electro mechanical medical devices

DEFIGARD Touch?. Schiller AG supplies & Services Co.Ltd N:cure/CA/CaViewRe: |:|
t:slim X2 Insulin Pump Tandem Diabetes Care, Inc Bio Standards cure/CA/CaViewRec I:l
WEREWOLF FLOW 90 ArthroCare Corporation.. Smith & Nephew inc https://ncmdr.sfda.

]

COBLATION Wand
In vitro diagnostic devices

Anti-1A2 ELISA (IgG) IUN Medizinische Labordiagr Medical Regulations Gate :cure/CA/CaViewRe: |:|

ORTHO VISION® Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda.
Analyzer - BioVue, ORTHO Supplies Co. Ltd. gov.sa/Secure/CA/ I:l
VISION® Max CaViewRecall.aspx?

Analyzer — BioVue

Thermo Scientific™ QMS®  Thermo Fisher Scientific Oy ABDULLA FOUAD https://ncmdr.sfda.
Tacrolimus Calibrator HOLDING COMPANY

VITROS® XT 3400 Chemistry = Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda.
System, VITROS® XT 7600 Supplies Co. Ltd. gov.sa/Secure/CA/
Integrated System..

Medical software
Centricity High Acuity GE Healthcare GE Healthcare https://ncmdr.sfda.
Anesthesia gov.sa/Secure/CA/ I:l
and Centricity High Acuity CaViewRecall.aspx?
Critical Care.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17233
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17231
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=17224
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=17225
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17219
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17226
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17221
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17222
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17234
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17227

Centricity Universal Viewer
and Universal Viewer
Software

Single-use devices
HLS Set Advanced
ri-dispo

Self-Righting Luer Slip and
Luer Lock Tip Caps.

GE Healthcare GE Healthcare https://ncmdr.sfda.
gov.sa/Secure/CA/

AQUET Cardiopulmonary Gm\‘ Medical Elements :cure/CA/CaViewRe

RUDOLF RIESTER GMBH Jhumeidan and khowaiter co.:cure/CA/CaViewRe:

Baxter Healthcare. Baxter AG https://ncmdr.sfda.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17228
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17223
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17220
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17232
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